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FOOD AND DRUG ADMINISTRATION
APPROVED PRESCRIPTION DRUG PRODUCTS
NITH
THERAPEUTIC EQUIVALENCE EVALUATIONS
CUMULATIVE SUPPLEMENT
I. PREFACE
This cumulative supplement is one of a series of monthly updates to the
AÃˆEroved Prescription Drug Products with Therapeutic Equivalence Evaluations,
E 1 ion (the List), to cover interim revisions to the annual publication
of the List in its entirety. The List is comprised of several parts and some
by their nature, are identified by the term "list.â€œ The cumulative
supplements routinely provide updates to two of these lists: The Drug Product
List and the DESI Addendum.
The List cannot be used effectively without the current cumulative
supplement. Users may wish to place an asterisk (*) in the List to the left
of the ingredient(s) in the Drug Product List and the product name in the
Addendum to indicate that changes to that entry appear in the cumulative
supplement. It is also suggested that earlier cumulative supplements be
discarded to avoid possible confusion. In this way, only the List and current
cumulative supplement need be referenced.
A. DRUG PRODUCT LIST
The Drug Product List cumulative supplements include the changes made
since August l, l984. Each subsequent cumulative supplement replaces the
previous month's cumulative supplement.
Information in this cumulative supplement follows the format of the Drug
Product List. The presence of any therapeutic equivalence code indicates
that the drug product is multisource; the deletion of a therapeutic
equivalence code indicates that the drug product has become single source.
(An infrequent exception exists when a therapeutic equivalence code is
revised. In that case the deletion of the therapeutic equivalence code is
followed immediately by the addition of the revised one.)
Context information on drug products is provided in each cumulative
supplement for completeness to assist in locating the proper place in the
Drug Product List for the revision. (Strength(s) which already exist in
the publication will not be repeated for context.) A page number in
parentheses referring to the Drug Product List is located to the right of
the ingredient(s).
Additions to the Drug Product List are indicated by new information in the
cumulative supplement. Additions new to the current cumulative supplement
are indicated by the symbol > ADD > to the left of the line on which new
information exists. The >ÐÐ¾Ð¾ >symbol is dropped in subsequent cumulative
supplements for that item.



Deletions from the Drug Product List are indicated by overstruck print in
the cumulative supplement. Deletions new to the current
supplement are indicated by the symbol 2Â¿nl_>
line containing the overstruck print. The AÂ¿DJ;> symbol
subsequent cumulative supplements for that item.
A newly approved product is identified by the lozenge (n)
its strength.
supplements for this edition.
ADDENDUMZ DESI Pending List
cumulative
(DELETE) to the left of the
is dropped in
to the right of
This identifier remains throughout all cumulative
Information in this cumulative supplement follows the format of the
Addendum.
the cumulative supplement to the Drug Product List.
Additions and deletions are indicated in the same manner as in
A change in Current
Status of a DESI product is also indicated by an addition and a deletion.
II. SPECIAL NOTES
REPORT OF COUNTS FOR THE DRUG PRODUCT LIST
Categories of counts derived from product information in
List and from this cumulative supplement are presented.
the Drug Product
The report
includes counts of new molecular entities approved by the agency during
the current month.
PRODUCTS REQUIRING REVISED LABELING FOR FULL APPROVAL
Drug products in this category (l) initially received approval only on the
basis of safety before effectiveness studies were required, or (2) were
conditionally approved under the temporary exemption that allowed these
products to be marketed while effectiveness studies were
being conducted.
Listed below are those drugs which are now required to revise their
labeling and provide additional information necessary for full approval on
the basis of requirements listed in the Federal Register.
As approval is
granted by the Agency for a specific product, based on additional
information submitted by the applicant, the product will
the Drug Product List.
be included in
Register Reference
Products Federal
dicyclomine hydrochloride Ð—Ð¸Ð¼ 22,
isosorbide dinitrate AUG 3,
nandrolone decanoate JUL l5,
(continued)
ii
1984 (49 FR 25681)
1984 (49 FR 31151)
1983 (48 FR 32395)



Former Applicant (Name)
Products Federal Register Reference
(continued)
neomycin sulfate with either: MAR 26, l984 (49 FR ll888)
dexamethasone sodium phosphate,
fluocinolone acetonide,
flurandrenolide,
hydrocortisone, or
methylprednisolone acetate.
[topical anti-infectives for
dermatologie use]
neomycin sulfate, polymyxin B sulfate, MAY 4, l984 (49 FR l9l47)
bacitracin zinc, and hydrocortisone
[topical ointment]
nitroglycerin (capsule,controlled release;oral) SEP 7, l984 (49 FR 35428)
nitroglycerin (tablet, controlled release;oral) SEP 7, l984 (49 FR 35428)
parenteral Multivitamin products SEP l7, l984 (49 FR 36446)
phenazopyridine hydrochloride and JUL 29, 1983 (48 FR 345l6)
sulfamethoxazole
sulfanilamide and aminacrine AUG 22, 1983 (48 FR 38097)
tranylcypromine sulfate MAR 22, l984 (49 FR 10708)
APPLICANT (NAME) CHANGES
Because it is not practical to identify in the cumulative supplement each
and every product involved when an applicant transfers its entire line of
approved drug products to another applicant, or when an applicant changes
its name, the cumulation of these transfers and name changes will be
identified in this Special Notes section only. Where only partial
approved product lines are transferred between applicants, each approved
product involved will appear as an applicant name change in the cumulative
supplement. The current list of applicant holder changes follows.
APPLICANT (NAME) CHANGES
New Applicant (Name) New Abbreviated Name
OHIO MEDICAL ANESTHETICS
D.
ANAQUEST ANAQUEST
ADDENDUM: DRUG PRICE COMPETITION AND PATENT TERM RESTORATION
The addendum of this supplement provides information required of the
Agency by the "Drug Price Competition and Patent Term Restoration Act of
1984."



Ð•.
DISCONTINUED APPROVED PRODUCT IDENTIFIER ("Ð°")
The Drug Price Competition and Patent Term Restoration Act of l984
requires the FDA to make publicly available an alphabetical list of
approved drug products, with the application number and approval date,
for each product approved January l, l982 and thereafter, and an
indication whether in vitro and/or in vivo bioequivalence studies are
required for ANDA approval. This pÃ¬blication, Approved Prescription Dru
Products with Therapeutic Equivalence Evaluations, 5th Edition, and i s
monthly supplements is being used to satisfy this new requirement. The
Agency will no longer delete products from this publication when an
applicant discontinues marketing for economic reasons, as it had done in
the past. The only cause for product remoVal from the publication will be
for safety reasons. Products discontinued from marketing will be flagged
in the Cumulative Supplement and future editions of this publication with
the "Ð°" symbol to designate their nonmarketed status.
iv



III. REPORT OF COUNTS FOR THE DRUG PRODUCT LIST
DESCRIPTION OF REPORT
The following report provides summary counts derived from product information in the Drug Product List and the
current cumulative supplement. The counts appear in two sections. Section A. refers to the products in the
List and Section B. to products in the current cumulative supplement. A new column of data will appear in
Section A. each three-month period following July '84. Section A. therefore will provide baseline and quarterly
data while Section B. provides monthly actiVity.
USE OF REPORT
From the data presented under Section B., users should be able to observe such things as (l) newly approved,
DESI effective and remarketed drug products which are added to the List; (2) products that are being removed
from the List as the result of withdrawal of approval, changes from prescription to over-the-counter status and
discontinued marketing of products; and, (3) trends in approval of products as either multisource or single
source during each month within the quarter. The report does not reflect category changes from multisource to
single source and vice versa. However, the net gain that results from all additions, deletions and category
changes is reflected in the quarterly counts for multisource and single source products.
Drug Product Definition
For this report, a drug product is the representation in the Drug Product List of an active moiety (includes
molecular entity and its salts, esters and derivatives) either as a single entity or as a combination
product, proVided in a specific dosage form and strength for a given route of administration marketed by a
firm under a particular g'neric or trade name.
New Molecular Entity
The active moiety has not preViously been approved (either as the parent compound or as a salt, ester or
deriVative of the parent compound) in the United States for use in a drug product either as a single
ingredient or part of a combination. Ð
Drug Product Count
This report provides counts in seVeral categories from the list composed of domestically marketed drug
products approved for both safety and effectiveness under sections 505 and 507 of the Federal Food, Drug,
and Cosmetic Act. Counts of products still pending in the DESI review are not provided. Excluded also are
those approved drug products marketed by distributors; those marketed solely abroad; and products now
regarded as medical devices, biologics or foods. <



A. COUNTS CUMULATIVE BY QUARTERS
CATEGORIES COUNTED JULY '84 (BASELINE) OCT '84 JAN '85
DRUG PRODUCTS LISTED 74|5 7609 7746
SINGLE SOURCE 2005 (27.05) 2045 (2Ð±.9$) 2077 (26.81)
Ð¼Ð¸ÑŒÑ‚Ð¿Ð·Ð¾Ð¸Ð²ÑÐ½('>
THERAPEUTICALLY EoUlvALEwT
Ð¼Ð¾Ñ‚ THERAPEUTICALLY EoUlvALENT
ExcEPT|oNsâ€˜2â€™
54|o (72.9%)
4393 (59.2%)
999 (13.41)
I8 â€¹ 0.3%)
NEW MOLECULAR ENTITIES APPROVED Â
5564 (73.15)
4497 (59.11)
|032 (|3.5$>
300
26 (
0.31)
ACTIVITY FOR SUPPLEMENT NUMBER 9
NUMBER OF APPLICANTS 295
Ð’.
MAY '85
DRUG PRODUCTS ADDED: 40
NEWLY APPROVED 37
DESI EFFECTIVE 3
REMARKETED O
DRUG PRODUCTS REMOVED: 28
HITI'IDRAWN APPROVAL O
RX TO OTC SWITCH O
DISCONTINUED MARKETING 28
NET GAIN IN DRUG PRODUCTS 12
SINGLE SOURCE PRODUCTS APPROVED 12
MULTISOURCE DRUG PRODUCTS APPROVED 28
NEW MOLECULAR ENTITIES APPROVED: 3
AS THE ENTITY 3
AS A SALT, ESTER OR DERIVATIVE
OF THE ENTITY O
(l) THERAPEUTIC EOUIVALENCE EVALUATIONS PROVIDED ONLY FOR MULTISOURCE PRODUCTS (I.e.,
FROM MORE THAN ONE APPLICANT)
(2) AMINO ACID-CONTAINING PRODUCTS OF VARYING COMPOSITION (SEE PAGE
vl
CUMULATIVE
40
37
3
O
28
Ðž
0
28
12
I2
28
3
3
0
5669 (73.21)
304
4598 (59.41)
|038 (I3.4$)
23 ( 0.31)
9
IÂ5 OF THE LIST)
AVAII
APR '85
7890
2078 (26.31)
58I2 (73.71)
4709 (59.6,)
|068 (|3.5$>
26 â€¹ 0.31)
2
307
ABLE
REPORT OF COUNTS FOR THE DRUG PRODUCT LIST



APPROVED PRESCRIPTION DRUG PRODUCTS 1
CUMULATIVE SUPPLEMENT NUMBER 9 / AUGUST
ACEBUTOLOL HYUROCHLORIDE (PAGE 3-1)
CAPSULES ORAL
SECTRAL
IVES LABS/ANNO
EQ 400MG BASE!
ACETAMINOPHEN; BUTALBITAL (PAGE 3-1)
TABLET; ORAL
BUTALBITAL AND ACETAMINOPHEN
DANBURY PHARMACAL 325MGÂ§50MGH
ACETAMINOPHENÃ¬ 8UTALBITALÂ§ CAFFEINE (PAGE 3-1)
CAPSULE; ORAL
DUTALDITALZ AOETAHINDPHENZ CAFFEINE
58 on GRAHAM LABS 325nÐµ;50n8;4onÐµn
55 325mÐµ;50nÐµ;40mÐµn
AB Ð·Ð³Ð²Ð¼Ðµ;Ð²Ð¾Ð½Ð·;Ð°Ð¾Ð¼ÑÑ†
ESSEC -
Ag GILBERT LABORATORIES 325Ðœ8;50Ð¸8;40n8Ñ†
TABLET; ORAL
Essxc
58 GILBERT LABORATORIES 325MB;50M8;40NÐµn
EIORIcET
58 sANOOz PNARns/sANOOz 325n8;50n8;40m8n
REPAN
5_ Ð¾n GRAHAn LABS Ð·Ð³Ð·ÐœÐµÐ³Ð²Ð¾ Ð³Ð°Ð¾ÐœÐµÐ¿
ÐÐ¡Ð•Ð¢Ðn1N0Ð ÐÐ•Ð1 CODEINE PHOSPHATE (PAGE 3-1)
TABLET; ORAL
ACETAMINOFHEN AND CCDEINE PHOSPHATE
ÐÐ ZENITH LABORATORIES 300HGÂ§60NG
AOETANINOPBEN N/ ccoEINE 82
55 LENNON Ð·Ð¾Ð¾Ð¼8;15Ð¿ÐµÐ¸
AOETANIROPHEN N/ Ð¾ÑÐ²ÐµÑ‚Ð¸Ð² as
55 LENNON Ð·Ð¿Ð¾Ð½Ð·;Ð·Ð¾Ð¼ÐµÑ†
ÐÐ¡Ð•Ð¢ÐÐœÐÐšÐ—Ð ÐÐ•Ð Nl CODE"NE SÃ¡
55 ÑŒÐµÐ¸Ð½Ð¾Ð¼ Ð´Ñ€Ð¾Ð¼Ðµ;ÑŒÐ¾Ð¼ÐµÑ†
/ÃÃ“Ã‰IÃNÃNQÃ‰NÃ‰N'NÃ'Ã©dÅ„Ã‰ÃNE'Ã¯Ã¬Ã®Ã®gÅ¯aÃ¯Ã©'Ã¤Ã¡/
/Ã©Ã¡/ /ZÃ‰Ã‘ÃÃH-LÃÃ‰ÃŸBÃ„ÃÃ“RÃES//Ã« Ã¢ÃªÃ¬Ã¡ÃŸÃ‰Ã‰QÃ‰/
EQ 200NG BASE! \:..
DRUG PRODUCT LIST
N 18917
N 18917
N 87550
88758
88765
89067
2 212â€˜:
88825
N 87629
N 88616
N 87804
N 87083
N 88627
N 88628
N 88629
/N/ÃŸÅ•Å„Å•i/
'84 - HAY '85
ACETANINOPHEN; HYoROcOoONE BITARTRATE (PAGE 3-2)
cAPsULE; ORAL
AOETANINOENEN ANO NYnRoconoNE BITARTRATE
55 CENTRAL PHARns soonÐµ;Â§nÂ§n N 88898
TABLET; ORAL
ACETAHIHQÃ‰HEN AND HYUROCODONÃ‰ BITARTRATE .
>_DLI_>/ÃÃ/ /Ã‰ÃˆNÃRÃL.PHÃ„RNS/ /Ã‰Ã‰Ã‰ÃˆÃ‰ÃŸÃ‰Ã‰Ã‰/ /N.Â¢?757/
> ADD > CO-FESIC
> Aon > 55 CENTRAL PHARns soonÐµ;Â§gÂ§ N 87757
HYDRGSODONE BITARTRATE W/ ACETAMINOPHEN
55 BARR LABORATORIES soonÐµ;Â§ggn N 88577
ACETANINOPNENÂ° OxYcOnONE NYDROONLORIOE (PAGE 3-2)
CAPSULE; ORAL
TYLOx
McNEIL PHARM 500Ð¿8;5n8Ð¿ N 88790
TYLOx-325
Ð¸ÑÐºÐ°Ñ‚ÑŒ PHARM 325Mo;5nsn N 88246
TABLET; ORAL
/Ã³dÅ„Ã¡Ã©Ã©f/
oxvcET
55 HALSEY DRUs 325n8;Â§__n N 87463
ACETIc AcIul GLACIAL (PAGE 3-3)
sOLUTION/OROPS; oTIc
AOETIO Acro
51 THAMEs PHARnACAL Â¿2n N 88638
ÐÐ¡Ð•Ð¢1Ð¡ ACIO2 GLACIAL; NYOROcORTIsONE (PAGE 3-3)
SOLUTION/OEUFS; DTIC
NYnROccRTIscNE ANO AcETIc AcIu
51 THAMES PHARnAcAL ggiggn N 88759
AcvcLOVIR (PAGE 3-4)
cAPsULE; ORAL
zOVIRAx
BURROUÐµHs NELLconE zoonen N 18828
ALBUTEROL SULFATE (PAGE 3-5)
SYRUP; ORAL
PROVENTIL
SCHERING
EQ ENG BASE/5ML! N 18062



Ð´Ñ‹ÑˆÐ¸ÑˆÑŒ (Ð¸Ð·: 3-5) ANINOPNYLLINE (PAeE 3-6)
TABLET; ORAL INJECTABLE; INJECTION
Ð¿Ð¸Ñ‰Ð°Ñ‚ÑŒ AMINOPHYLLINE
Ñˆ BOLAR PNARNACEUTICAL 100118- N 18241 > AOO > A_P SOLOPAK LABORATORIES 25118/11111 N 66429
_AB 3001181: N 16241 > Ano > Ag 25n6/NLT: N 66749
AB CHELSEA LABORATORIES IooMCn N 16765
Ñ† zoonsÂ» N 16765 TABLET; ORAL
g Ð°Ð½Ð°ÑˆÑƒ PNARNACAL IooNCn N 18832 ANINOPNYLLINE I
AB 300119n N 1867? Ð¼Ð¼ Ñ‚Ð¸Ð½Ñƒ /Å•Å„Å„Å„xÃ¡/ Ñ‚. #SÃ¡ÃŸÃ¯/
Ð CORO LABORATORIES 200118 N 65261
ANOINOCILLIN (PAeE 3-6)
AHINOPHYLLINE; SODIUH CHLORIOE (PAGE 3-9)
INJECTABLE; INJECTION
COACTIN INJECTABLE; INJECTION
NOPFNAm-LA ROCHE 25ms/VIALn N 50565 ANIROPHYLLINE IN 5101011 CHLORIDE 0.452
500MG/VIAL! N 50565 Â¿E ABBOTT LABORATORIES 100MB/100MLÃ¬450HG/100MLI N 88147
16M/VIAL! N 50565 Â¿E 200ML/100MLÃ¬450MG/100HL! N 88147
AMINDPHYLLINE IN SODIUH CHLORIDE 0.452 IH PLASTIC CONTAINER
A! ABBOTT LABORATORIES 100MG/100MLÃ¬450MG/100MLH N 18924
Â¿HIKACIN SULFATE (PAeE 3-6) A2 200MG/100HLS450NG/100ML! N 18924
QOOHG/lOOHLÃ¬QSOMG/lOOMLl N 18924
â€œÑˆÐ¸Ñˆ; www" ' ÑˆÑ‚Ð¾Ñ€Ð¼" 118â€˜Ð²â€˜652â€˜Ñ…Ð¼ÐÐÐÐÐÐÐÐ§ÐÐÐÐÐÐ§Ðâ€˜ÐÐÐ'Ð™Ð¨ N maâ€œ
AMIKIN . . 1-
. . . L. '-
BRISTOL LABS/B-n EO 50118 BASE/Nu: N 62562 /Ã„BBÃ“ÃÃÃLÃ„BÃ“RÃÃRÃÃ‰S//SÃŸriÃ‰/iÅ„-dÃ®'1i.Ã45ÃŸ5NG/Ã¯Å„ÃŸrli/ /NfÃŸÃŸÃ¯Å„Å•/
EO 250118 BASE/Nu: N 62562 â€šÐ¨ / Ñ‚ 6614â€
â€žÐ• â€š1 â€šâ€š, I -riÃ E Â»r1.- I |111 â€š' _
/ÃPIITIOPTIYIIL'INE â€˜0122 'IN '5 didi 'dx LORIO! '6145 2/
Â¿NINO ACIgS (PAeE 3-6) /gg/ 718111513â€˜,Ð¼Ð¸Ð½Ð¸Ð¼ÑƒÐ¼Ð°Ð¼- Ã¬ ÐÐ•Ðœ! dridhÃ³dÅ„Ã¼Ã¡ Ð¼Ð½Ð¸Ð»
INJECTABLE; INJECTION
BRANCHAHIN 4Z AMITRIPTYLINE HYDROCHLORIDE (PAGE 3-10)
TRAVENOL LABS 4211 N 16676
BRANCNANIN 42 IN PLASTIC CONTAINER TABLET; ORAL
Ñ‚Ð°Ð¼/21101. LABS 4211 N 16664 ANITRIPTYLINE NCL
Ð¢Ð•Ðœ/ÐÐ—Ð«. 102 wo ELECTROLTTES IN PLASTIC CONTAINER BP AN THERAPEUTICS 2511811 N 66672
Ñ‚Ð°Ð¼/51101. LABS 10211 N 18931 BP 5011811 N 66673
Ñ‚Ð°Ð¼/ÐÐ·Ñ‹. 5.52 Ð½/Ð¾ ELECTROLYTES IN PLASTIC CONTAINER BP 7511811 N 66674
Ñ‚Ð°Ð¼/51101. LABS 5.521: N 16931 BP Iconen N 66675
Ñ‚Ð°Ð¼/11501. 8.52 ÑˆÐ¾ ELECTROLYTES IN PLASTIC CONTAINER BP PAR PHARMACEUTICAL 1011811 N 66697
TRAVENoL LABS 6.5m N 16931 BP 2511811 N 66696
BP 5011811 N 66699
BP 7511811 N 6.67oo
ANINO ACIDS; OExTROSE (PACE 3-71 BP 10011811 N 66701
/ÃˆÃˆ/ /sxmw #mamma/133@ /II'ÃˆÃ‰ÃƒÃ‰Ã‰
INJECTABLE; INJECTION â€š â€š â€š ,u â€š
AMINOSYN 3.52 w OExTROSE 52 IN PLASTIC CONTAINER /BP/ /Ã¡SÅ„IÃ®Ã¡/ /N'OÃŸÃŸdÃ¡/
ABBOTT LABORATORIES 3.sz;sswIooNL N 19120 /BÅ•/ [56119]/ /NfÃŸÃŸÃ¡ÃŸÃ¡/
ANINOSYN 3.52 w/ OExTROSE 252 IN PLASTIC CONTAINER /BP/ /jSyigÃ¡Å„/ /NfddÃŸdÃ©/
ABBOTT LABORATORIES 3.52s256N/IoONL N 19116 /BÅ•/ Ð»Ð¸Ð¿Ð½ÑƒÑ‚] /NfÃ³Ã³Å„Å„j/
ANINOSYN 4.252 N/ OExTROSE 252 IN PLASTIC CONTAINER /BÅ•/ /Ã¯idÅ„ â€š7 â€ž188888!
ABBOTT LABORATORIES 4.252125811/100111. N 19119 A_B SIONAK LABORATORIES 1011811 N 88883
_A_B 2511811 N 66664
Ñ† 5011811 N 66665
Â¿B 7511811 N 66666
011118 PRMLIIT LIST l CWLATIVE SUPPLEMENT MER 9 Ã ÑˆÐµÐ¸Ð·Ñ‚ '84 Â HAY '85 2



DRUG PRODUCT L IST /  CUMUL AT IVE
'84 Â HAY '85 3
SUPPL E ME NT NUMBE R 9 /  AUGUST
AHIT RIPT YL INE HYDRDCHL ORIDE (PAGE 3-10)
T ABL E T; ORAL
AMIT RIPT YL INE HCL

59 810ÐÐÐš L ABORAT ORIE S 10H6!
AB IoonÐµn
AB 150M6n
BP SUPE RPHARM ÑŽ Ð½ ÐµÑ†
BP Ð³Ð²Ð¼ ÐµÑ†
Ð’Ð  sÐ¾ ÐœÐµÐ¿
BP 75ÐœÐµÑ†
Ð’Ð  100MGn
AMHONIUN L ACT AT E (PAGE 3-12)
L OT ION; T OPICAL
ANMONIUM L ACT AT E
BRIST OL-HE YE RS E Q 122 ACID!
AMOXICIL L IN; POT ASSIUN CL AVUL ANAT E (PAGE 3-13)
POW DE R FOR RE CONST IT UT ION;
AUGHE NT IN '125'
BE E CHAH L ABS/BE E CHAH 125MG/5ML;
E Q 31.25NG ACID/5ML!
ORAL
AUGNE NT IN '250'
BE E CHAM L ABS/BE E CHAN Z SOMG/SNL Ã¬E Q 62.5MG ACID/5ML!
T ABL E T; ORAL
AUGNE NT IN â€˜250'
\  BE E CHAN L ABS/BE E CHAM Z SOMGÃ¬E Q 125HG ACID!
AUGME NT IN '500'
BE E CHAM L ABS/BE E CHAN SOOMGÃ® E Q 125MB ACIDN
AHPHE T AHINE SUL FAT E (PAGE 3-13)
T ABL E T; ORAL
AHPHE T ANINE SUL FAT E
L ANNE T T 5MG!
10H6!
AMPICIL L IN SODIUH (PAGE 3-14)
INJE CT ABL E; INJE CT ION
AMPICIL L IN SODIUN
E L I L IL L Y E Q 500MG BASE/VIAL!
IÃ¢ (Ã¤
E Q IGH BASE/VIAL!

121222 2 2Ð2 2 2
N
88883
88687
88888
88853
88854
88855
88856
88857
19155
50575
50575
50564
50564
83901
83901
62565
62565
Z
Â
U
Z
<
U
2 2

Ð Ð
Å“ Ñˆ
AHPICIL L IN/AMPICIL L IN T RIHYDRAIE (PAGE 3-16)
CAPSUL E; ORAL
AMPIOIL L IN
ASPIRIN;
58
ASPIRIN;

2 Iâ€Iâ€
b > >
3
Ð
DRUMME R/PHOE NIX N 61387
N 61387
E Q 250MB BASE
E Q Â§00HG BASE
BUT AL BIT AL; CAFFE INE (PAGE 3-16)
CAPSUL E; ORAL
BUT AL BIT AL N/ ASPIRIN AND CAFFE INE
T ABL E T;
CHE L SE A L ABORAT ORIE S 325NGÂ§50MGS40MGI N 86231
ORAL
BUT AL BIT AL COMPOUND
CAPSUL E;
Z E NIT H L ABORAT ORIE S 325HGÂ§50HGÃ® 40MGl
N 85441
CAFFE INE; PROPOXYPHE NE HYDROCHL ORIDE (PAGE 3-16)
ORAL
PROPOXYPHE NE COMPOUND 65
L E NMON 389MG;32.4MG;65HGB
Z E NIT H L ABORAT ORIE S 389MG;32.4VG;65MG!
N 89025
N 83077
PROPOXYPHE NE HCL Nl ASPIRIN AND CAFFE INE
CHE L SE A L ABORAT ORIE S 389MGÂ§32.4NG;65MG! N 85732
ASPIRINi HE T HOCARBAHOL (PAGE 3-17)
AT ROPINE SUL FAT E;
T ABL E T;
ORAL

/NE T NOOARBANOL â€˜Ñˆ 'Ã„ Ã‰ PIRÃN/
ME T NOOARBANOL ANB ASPIRIN
T ABL E T;
OIPHE NDXYL AT E HYDROCHL ORIDE (PAGE 3-18)
ORAL
L OGE N
SUPE RPHARH 0.025HGS2.5HGI N 88962
AURANOFIN (PAGE 3-18)
BE NZ OYL PE ROXIDE Ã¬
CAPSUL E;
ORAL
RIDAURA
GE L;
SK& F L ABORAT ORIE S Ð— ÐœÐ•Ð¯ N 18689
E RYT HROMYCIN (PAGE 3-21)
T OPICAL
BE NZ AHYCIN
DE RMIK/RORE R 52Â§3Zl N 50557



/PSW ÃÃN/ /ÃfIIfl 'l -'Ã‰'Pwlf/  /SNI'PPIIÃIIY/

.  â€šÐœÐ› ÐÐÐ© 'ÐŸ/ â€š

/ IIYIÃPÃÃ‰ PSX/32131115111115114119? .  H-Ã¬ÃIÃPY /

/Ã„ PP'T ÃI-'ÃN/ / IÃIIÃ/P'IIPPÃ‰'IÃHÃ/PIIP'/  /SNI'PPÃ'HV/

Ð˜ÐÐ” Ð˜Ð˜.  IIIÃXIÃIIP/
99999 N nus/Susanus/SuÂ» sauva /63N Ñ†ÐµÐ½ Ð½ Ð° 'uvN 'v-v'
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CALCIUM CHLORIQE; DEXTROSEÃ® POTASSIUM CHLORIDEE SODIUM
CHLORIDE; SODIUM LACTATE (PAGE 3-29)
INJECTABLE; INJECTION
POTASSIUM CNLORIDE SMEQ IN DEXTROSE 52 AND
LAOTATED RINGER'S IN PLASTIC CONTAINER
Â¿E TRAVENOL LABS 20MG/100ML356M/100ML;
105M6/100ML3600M6/100ML5
310MG/100MLI N 19367
CALCIUM CHLORIDE; MAGNESIUM CHLORIDE; POTASSIUM CHLORIDEÃ¬
SODIUM ACÂ§TATEÂ§ SODIUM CHLORIDEi SODIUM LACTATE (PAGE 3-29)
INJECTABLE; INJECTION
/PÃƒÃ„SNÃ„Ã‰LÃÃÃ‰ÃÃ¯NÃPLÃ„SÃIÂ¢ÃÂ¢Ã“NÃÃ„INÃ‰RI
PLASMA-LYTE R IN PLASTIC CONTAINER
CALCIUM GLUCEPTATE (PASE 3-30)
INJECTABLE; INJECTION
CALCIUM SLUCEPTATE
/Ã©Ã‰/ ÃÃÃ‘ÃL.Ã‘Ã‰BÃBÃƒÃÃBÃ‘.SÃSÃ/Ã‰ 'Ã–ÃšÃšÃ‰'Â¢Ã„Ã‰Â¢ÃÃšÃšÃÃ‰Ã‘Ã‰ /NÃRÃÃ‰SS/
CAPTOPRIL (PASE 3-31)
> ADD >
TABLET; ORAL
CAPOTEN > ADD >
ER SQUIBB AND SONS 12.5M6l N18343 > ADD >
> ADD >
> ADD >
CAPTOPRILE HYDROCHLOROTHIAZIDE (PAGE 3-31)
TABLET; ORAL > ADD >
CAPOZIDE 25/15
ER SQUIBB AND SONS 25MGÂ§15MGI N 18709 > ADD >
CAPOZIDE 25/25 > ADD >
ER SQUIBB AND SONS 25MG$25MGI N 18709 > ADD >
CAPOZIDE 50/15 > ADD >
ER SQUIBB AND SONS SOMGSISMGI N 18709
CAPOZIDE 50/25
ER SQUIBB AND SONS 50MGÂ§25MGI N 18709
CARBACHOL (PAGE 3-31)
/SÃ³iÃºÃ¯Ã¯PNÃDRÂ¢PSÃƒÃPPHÃHÃ„LHÃÂ¢Ã
INJECTABLE; INJECTION
CEFAZOLIN SODIUHÃ¬ DEXTROSE (PAGE 3-33)
INJECTABLE; INJECTION
ANCEF IN DEXTROSE SZ IN PLASTIC CONTAINER
TRAVENOL LABS EQ 10MB BASE/MLSSOMG/MLI
EQ 20MB BASE/MLSSOMS/MLI
CEFORAMIDE (PASE 3-33)
INJECTABLE; INJECTION
PRECEF
BRISTOL LABS/B-M 500MG/VIAL!
ISM/VIAL!
ZGM/VIALl
I0GM/VIAL!
ZDGMÃVIALI
CEFOTAXIME SODIUM (PAGE 3-33)
INJECTABLE;
CLAFORAN
HOECHST-ROUSSEL
INJECTION
/Ã‰Ã¡ â€˜535151114. 'BASE/PIAN
EQ IoeN BASE/VIALn
CEFOTAxINE SOOIUN; OExTROSE (PAeE 3-331
INJECTABLE; INJECTION
CLAFORAN IN OExTROSE 52 IN PLASTIC CONTAINER
NOECHST-RoUSSEL EQ 20Ð¼8 BASE/NLssoNS/NLn
EQ 40H6 BASE/"LÃ®SONG/NLI
CEFOTAxINE SOOIUN; SoOIUN CHLORIOE (PASE 3-331
INJECTABLE; INJECTION
N 50566
N 50566
62579
62579
62579
62579
62579
21222252
/NÃSPSÃ„Ã/
N 50547
N 50596
N 50596
CLAFORAN IN SODIUM CHLORIDE 0.92 IN PLASTIC CONTAINER
HOECHST-ROUSSEL EQ 20MS BASE/MLÃ®9MS/ML!
EQ 40M6 BASE/ML39MG/MLI
CEFOXITIN SODIUM (PAGE 3-33)
INJECTABLE;
MEFOXIN
MS&D/MERCK
INJECTION
EQ I0GM BASE/VIAL!
CEFOXITIN SODIUM; DEXTROSE (PAGE 3-33)
INJECTABLE; INJECTION
MEFOXIN IN DEXTROSE 52 IN PLASTIC CONTAINER
MS&D/MERCK EQ 20MG BASE/MLSSOMG/MLI
EQ 40MB BASE/MLS50MG/MLI
N 50596
N 50596
N 50517
N 50581
N 50581
'85 6
'84 Â MAY
NUMBER 9 / AUGUST
DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT



DRUG PRODUCT L IST /  CUMUL AT IVE
SUPPL E ME NT NUMBE R 9 /  AUGUST '84 Â HAY â€˜85
CE FOXIT IN SODIUHÃ¬ SODIUH CHL ORIDE (PAGE 3-33)
INJE CT ABL E; INJE CT ION
ME FOXIN IN SODIUN CHL ORIDE 0.92 IN PL AST IC CONT AINE R
MS& D/ME RCK E Q 20H6 BASE/ML Ã¬9MG/ML! N
E Q 40H6 BASE/ML;9HG/NL I N
I CE FT IZ OXIME SDDIUH; DE XT ROSE (PAGE 3-33)
INJE CT ABL E; INJE CT ION
CE FIZ OX IN DE XT ROSE 52 IN PL AST IC CONT AINE R
SK& F L ABORAT ORIE S E Q 20H6 BASE/ML350MG/HL I N
E Q 40M6 BASE/ML E S0MG/ML I N
CE FT RIAXONE SODIUM (PAGE 3-33)
INJE CT ABL E; INJE CT ION
ROCE PHIN
HOFFnANN-L A ROCHE E Q 250MB BASE/VIAL E N
E Q zsone  BASE/VIAL E N
E Q soone  BASE/VIAL E N
E Q soone  BASE/VIALn N
' E Q Ien BASE/VIALn N
E Q Ien BASE/VIALn N
E Q 26n BASE/VIALn N
E Q 108n BASE/VIALn N
CE L L UL OSE SOOIUn PHOSPHAT E (PAGE 3-34)
Ð³Ð¾ Ð¼ Ð¾ Ð½ Ð°; ORAL
CAL CIBINO
MISSION PHARnACAL 3ooen/BOTn N
CE PHAL OT HIN SOOIUn (PAGE 3-34)
INJE CT ABL E; INJE CT ION
> ADD > CE PHAL OT HIN
> ADO > Ag INT L m E OICAT ION SYS Eg len BASE/VIALn N
> AOO > Â¿g Eg een BASE/VIAL E N
> AOD > Ag E Q 48n BASE/VIAL E N
> AOO > E Q Ð²Ð¾ Ð²nÐµ BASE/VIAL E N
CHL OROIAz E POxIOE HYOROCHL ORIOE (PASE 3-37)
CAPSUL E; ORAL
c HL OROIAz E POxIOE HOL â€ž
AB L EnnON Sgen N
AB Ionen N
Â¿g asnen N
AB SUPE RPHARH Â¿m en N
Ag Ionex N
Â¿ B zsnen N
50581
50581
50589
50589
50585
62510
50585
62510
50585
62510IZ
50585
50585
18757
62426
62426
62426
62426
88705
88706
88707
88987
88986
88988 .
> ADD >
/
/
CHL OROT HIAZ IDQ (PAGE 3-38)
T ABL E T; ORAL
CHL OROT HIAZ IDE
AQ Ð DRUMME R/PHOE NIX 250HG
CHL ORPROMAZ INE HYDROCHL ORIDE (PAGE 3-40)
CONCE NT RAT E; ORAL
OHL ORPROMAZ INE HOL

Â¿ A _7RBRÃƒÃ‘Ã‰ ÃÃÃƒE PRXT BRIÃ‰ SI/SÃ³Å„ Ã© /Å„i
ÃƒÃƒI /Ã® Ã¬ÃŸÃ±Ã«7Ã±Ã© /
c HL ORPRoHAzrNE HOL :NT E NsOL
Â¿ A ROxANE L ABORAT ORIE S Â§ggÂ§Â¿m L
Â¿ A Ioone /nL
T ABL E T; ORAL
CHL ORPROMAZ INE HCL
BP CORD L ABORAT ORIE S 10H6
BP 25H6
BP sÐžnÐ‘
BP 100M@
BP ÐœÐ¸Ñˆ: E /  am
Ð»ÐµÑ‰ /Tfam 'm am m m s/ /m m ÃŸ/
/E P/ /zsm Ã¡/
/E P/ ÑˆÐ¸Ð½
/m ÃŸ/ ÑˆÑƒÑ‚Ð¸
/PP/ Ð¸Ð´Ñ‚Ð¸
QBL ORPROPAMIOE (PAGE 3_42)
T ABL E T; ORAL
CHL ORPROPAMIOE
AB BARR L ABORAT ORIE S Â¿ Oonen
AB esonen
AQ CHE L SE A L ABORAT ORIE S IOONGI
AQ COL HE O L ABORAT ORIE S IOOMGI
AQ QSOMGI
Â¿ B CORO L ABORAT ORIE S IOOHGU
AB zsonen
AB OANBURY PHARMACAL IOONGH
A@  BE SSE R
AB Ð²Ð¿ Ð°Ð´Ð¸Ð½ Ð° PHARnS Ioonen
AB zsonen
AB L Enm ON Ioonen
AQ SIOHAK L ABORAT ORIE S IOOMGI
AB zsonen
A@  SUPE RPHAR" IOOHGI
Ag Ð³Ð²Ð¾ Ð¼ ÐµÑ†
AQ Z E NIT H L ABORAT ORIE S IOONGI
SL UCAMIOE

A [Ð‘Ð˜ÐÐž N Z SONGI
Z 252222522:Z IZ IZ Z IZ IZ Z IZ IZ Z IZ
85485
88812
88813
86865
88708
88709
88725
88726
88852
88826
88918
88919
88768
88921
88922
88695
88840
88641
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 9 / AUGUST '84 Â MAY '85 9
CROMOLYN SODIUM (PAGE 3-48)
SOLUTION/DROPS; OPHTHALMIC
OPTICROM
FISONS 42H
CYCLOPHOSPHAMIDE (PASE 3-50)
INJECTABLE; INJECTION
CYTOXAN
Ã„# 7Ã‘EÃƒBÃJPHNSRNIBFH/ dÅ„Ã©Å•vÅ•AÃ¼Ã
.IL
.HÃ¤Ã¬ ITE/
.~.}Ã¼Å•dL/
I
|2|<|<I< @Ã¯Ã¬Ã¯Ã¬
'U â€˜D â€˜U U
TÃÃÃ‘Lnn-
Ñ‡ a
2F
Ð¦
BRISTOL LABS/B-M
ZOOMG/VIAL
500MG/VIAL
_mL/_OAL
2GM/VIAL
TABLET; ORAL
CIIÃˆÃÃ‰IJaPRsÃŸA/ÃŸ'n/ /zsna/
I ' f /sÃŸaÃŸ/
BRISTOL LABS/B-M 25H6
50M@
CYPROHEPTADINE HYDROCHLORIDE (PAGE 3-51)
TABLET; ORAL
CYPROHEPTADINE HCL
AA AM THERAPEUTICS 4MG!
DESERPIDINE; METHYCLOTHIAZIDE (PAGE 3-52)
TABLET; ORAL
ENDURONYL
BP ABBOTT LABORATORIES 0.25MG;5MG
ENDURONYL FORTE
BP ABBOTT LABORATORIES 0.5MG;5MG
METHYCLOTHIAZIDE AND DESERPIDINE
BP BOLAR PHARMACEUTICAL 0.25MG;5MGI
BP 0.5MG;5MGÂ¥
DESONIDE (PAGE 3-53)
CREAM; TOPICAL
DESONEN
AB ONEN LABS/DERM PRODS 0.052!
TRIDESILON
l)
MILES PHARMS/MILES 0.052
N
2Z Z 2
18155
88798
12775
12775
88486
88452
19048
17010
DESOXIMETASONE (PAGE 3-53)
OINTMENT; TOPICAL
TOPICORT
HOECHST-ROUSSEL 0.052! N 18594
DEXAMETHASONE (PAGE 3-53)
/Â¢REAA;:TÂ¢P1Â¢A1/
HEX Ð¿Ñ€ '
/ /Â¢Ã‰Â¢AÂ§ÃˆA/AP2Â¢AA/
M5942/ /N'Ã¯ÃŸÃŸÅ„Ã¤/
DEXAMETHASONEÃ¬ANEOMYCIN SULFATEÃ¬APOLYMYXIN B SULFATE (PAGE 3-55)
OINTMENT; OPHTHALMIC
DEXAOIDIN
51 COOPERVISION PHARMS 0.12;EQ 3.5MG BASE/GM;
102000 UNITS/GM! N 62566
SUSPENSION/DROPS; OPHTHALMIC
DEXACIDIN
51 COOPERVISION PHARMS 0.123EQ 3.5MG BASE/ML;
102000 UNITS/MLN N 62544
DEXAMETHASONE SODIUM PHOSPHATE (PAGE 3-55)
SOLUTION/DROPS; OPHTHALMIC
DEXAMETHASONE QODIUM PHOSPHATQ
51 CARTER-GLOGÃ€U LABS EQ 0.12 PHOSPHATEI N 88771
DEXAMETHASONE SODIUM PHOSPHATE; NEOMYCIN SULFATE (PAGE 3-56)
SOLUTION/DROPS; OPHTHALMIC
BIM
51 MS&D/MERCK EQ 0.12 PHOSPHATE;
EQ 3.5MG BASE/ML
"Ð‘ÐžÐÐ£Ð¡!" SULFATE-DEXÃ€METHASONE SODIUM PHOSPHATE
51 PHARMAFAIR EQ 0.12 PHOSPHATE;
Ð©Ð¸
N 50322
N 62539
/OÃ‰RBRONRHÃ‰NÃRÃHINÃ‰'HÃEEÃTÃ‰"PSÃ‰ÃšOÃ“Ã‰RHÃ‰URÃNÃ‰'SÃšEÅ•Ã¡T (PASE 3-56)
/ÃÃ„BJÃƒÃ‰Ãœ'IIRÃ„I/
/ÃšISAPHRAL/ â€š ~ â€š
/SIÃHÃ‰RINÃ‰/ Ð¼Ð°Ð½Ð´Ð°Ñ‚Ñ‹ Ñ‚ #55.4.4/
OExTROAnPHETAnINE SULFATE (PAeE 3-58)
TABLET; ORAL
OEXTROAHPHETAHINE SULFATE
> AOO > AA a VITARINE/PHoENIx SAQ N 84988
> ABO > AA 8 Ione N 85892
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DRUG PRODUCT L IST /  CUMUL AT IVE
11
SUPPL E ME NT NUMBE R 9 /  AUGUST '84 Â MAY '85
DE XT ROSE; POT ASSIUM CHL ORIDE; SOOIUM CHL ORIDE (PAGE 3-60)
INJE CT ABL E; INJE CT ION
POT ASSIUM CHL ORIDE SME G IN DE XT RCSE 52 AND SODIUM
CHL ORIDE 0.92 IN PL AST IC CONT AINE R
52 T RAVE NOL L ABS 5GM/100ML;150MG/100ML;
9OOMG/lOOMLl N 19308
DE XT ROSE; T HE OPHYL L INE (PAGE 3-62)
INJE CT ABL E; INJE CT ION
T HE OFHYL L INE AND DE XT ROSE 52 IN PL AST IC CONT AINE R
52 T RAVE NOL L ABS SGM/100ML;4OMG/100ML N 18649
52 SGM/100ML Ã¬80MG/100ML N 18649
52 SGM/100ML;160MG/IOOML N 18649
52 SGM/100ML;200MG/100ML N 18649
52 SGM/lOOML;4OOMG/100ML N 18649
T HE OPNYL L INE IN DE XT RUSE 52 IN PL AST IC CONT AINE R
52 ABBOT T L ABORAT ORIE S SGM/100ML Ã¬4OMG/100ML! N 19211
52 SGM/100ML;80MG/100ML! N 19211
52 5GM/100ML;160MG/100ML B N 19211
52 SGM/100ML Ã¬200MG/100ML M N 19211
52 SGM/100ML;400MG/100ML I N 19211
T NE OPHYL L INE 0.042 AND DE XT ROSE 52 IN PL AST IC CONT AINE R
52 AM MCGAN/AM HOSP SGM/100ML Ã¬4OMG/100ML! N 19083
T ME OPHYL L IHE 0.082 AND DE XT ROSE 52 IN PL AST IC CONT AINE R

52 AM "Ð¡Ð’Ð8/ÐÐ HOSP 5GM/100ML;80MG/100ML N N 19083
T HE OPHYL L INE 0.162 AND DE XT RCSE 52 IN PL AST IC CONT AINE R
52 AM MCGAN/AM HOSP 56N/100ML Ã¬160MG/100ML M N 19083
T HE OPHYL L INE 0.22 ANO DE XT ROSE 52 IN PL AST IC CONT AINE R
52 AM MCGAN/AM HOSP SGM/100ML;200MG/100ML B N 19212
T HE OPHYL L INE 0.42 AND DE XT ROSE 52 IN PL AST IC CONT AINE R

52 AM "Ð¡Ð’Ð8/ÐÐ˜ HOSP SGM/100ML Ã® 4OOMG/100ML! N 19212
DIAT RIZ OAT E ME GL UMINE (3-62)
INJE CT ABL E; INJE CT ION

Ñˆ /w MRAP' â€˜ÐÐ½ Ñ/ÑˆÐº â€˜Ñ‰ Ð¸ Ñ‚â€˜ÑˆÑˆ
.  . I .  L  ' . â€š . .
/@  /_Â. /  Ñ‚.  Ñ… Ñ‚Ð·/
Ð¨
52 NINT HROP-BRE ON/ST E RL Â§22 N 16403
Ð¨
52 NINT HROP-BRE ON/ST E RL 592 N 16403
SOL UT ION; URE T HRAL
HYPARUE-CYST O I .
Ð¨] Ã¯Ã±Ã¯Ã±Ã¯Ã±Ã¤Ã¶ÃŸ.â€™ iA'Ps/sTfRL//w/ Ñ‚.  Ñ… ÑˆÐ·/
51 NINT HROP-BRE ON/ST E RL 592 N 16403
Z
â€˜
U
Z
<
D
DIAT RIZ OAT E SQQIUM (PAGE 3-63)
INJE CT ABL E; INJE CT ION
UE
/O/ Ñ‚ @ AL T AMIRA/5%
52 NINT HROP-BRE ON/ST E RL 502
252
SOL UT ION; URE T E RAL
HYPAQUE

/IUNÃHRPÃ‰'Ã¯Ã„ ÃŸS/SÃÃ‰ RA//Ã¡ÃŸÅ„/
NINT HROP-BRE ON/ST E RL 202
DICYCL OMINE HYDROCHL ORIDE (PAGE 3-64)
CAPSUL E; ORAL
BE NT YL
ME RRE L L DON/DON CHE M 10H6!
INJE CT ABL E; INJE CT ION
BE NT YL
ME RRE L L DON/DON CHE M 10MG/ML I
SYRUP; ORAL
BE NT YL
ME RRE L L DOH/DON CHE M 10MG/5ML I
T ABL E T; ORAL
BE NT YL
ME RRE L L DON/DON CHE M 20M6!
DIE T HYL PROPION HYDROCHL ORIDE (PAGE 3-65)
T ABL E T; ORAL
DIE T NYL PROPIDN HCL
AA L EnnoN gÃ¤ggn
â€š1699552
(II.  'A355517
N 09561
N 09561
m 5159551/
N 09561
N 07409
N 08370
N 07961
N 07409
N 88642
DIHYDROE RGOT AMINE ME SYL AT E; HE PARIN SODIUM; L IDOCAINE
HYDROCHL ORIDE (PAGE 3-66)
INJE CT ABL E; INJE CT ION
E MBOL E X
SANDOZ PHARMS/SANDOZ 0.5MG/0.5ML;2Â»500 UNIT S/0.5ML;
5.33MG/0.5ML I
N 18885
0.5MG/0.7ML;5Â»000 UNIT S/0.7ML;
7.46MG/0.7ML I
DIPHE NHYDRAMINE HYDROCHL ORIDE (PAGE 3-67)
CAPSUL E; ORAL
DIPHE NHYDRAMINE MCL
SUPE RPHARM
2 2
2â€™
>2
N 18885
N 89040
N 89041
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DRUG PRODUCT LIST / CUMULATIVE
SUPPLEMENT NUMBER 9 / AUGUST â€˜84 Â MAY â€˜85 13
ERYTHROMYCIN (PAGE 3-73)
OINTMENT; TOPICAL
AKNE-MYCIN
HERMAL PHARM LABS 22N
SOLUTION; TOPICAL
SANSAC
51 ONEN LABS/DERM PRODS 22!
SNAB; TOPICAL
ERYCETTE
ORTHO PHARMACEUTICAL Ð°Ñ…Ð¸
ERYTHROMYCIN ETHYLSUCCINATE (PAGE 3-74)
SUSPENSION; ORAL
ERYTHROMYOIN ETHYLSUCCIHATE
PHARMAFAIR EQ 200MG BASE/5ML!
EQ QOOMG BASE/SMLH
lÃ¤lÃ¤
ERYTHROMYCIN LACTOBIONATE (PAGE 3-75)
INJECTABLE; INJECTION
ERYTHRCMYCIN
ELKINS-SINN/AHROBINS EQ 500MG BASE/VIALE
EQ lGM BASE/VIALN
ERYTHROMYCIN LACTOBIONATE
ABBOTT LABORATORIES EQ 500MG BASE/VIAL
EQ 16M BASE/VIAL
lÃ¤lÃ¤
IÃ«lÃ«
ESTROGENSZ CONJUGATED (PAGE 3-76)
TABLET; ORAL
CONJUGATED ESTROGENS
BS ZENITH LABORATORIES 0.3"9!
ETHINYL ESTRADIOL; ETHYNODIOL DIACETATE (PAGE 3Â78)
TABLET; ORAL-21
/Å„Å•Å„ÃŸiÅ•Å„/
DEMULEN 1/50-21
TABLET; ORAL-28
/ÃšENULÃ‰NÃ‰Ã‰Ã‰/
DEMULEN 1/50-28
50584
62522
50594
62559
62558
62563
62563
50182
50182
88569
ETHINYL ESTRADIOLE LEVONORGESTREL (PAGE 3-78)
TABLET; ORAL-21
TRIPHASIL-Zl
NYETH LABS/AMHO 0.03MG,0.04MG;0.03MG;
0.05MG,0.075MG,0.125MG! N 19192
TABLET; ORAL-28
TRIPHASIL-28
NYETH LABS/AMHO 0.03MG,0.04MGÂ»0.03MG;
0.05Ð¼Ðµâ€š0.075Ð¼Ðµâ€š0.125Ð½ÐµÐ  ̧N 19190
ETHINYL ESTRAOIOL; NORETHINORONE AcETATE (PAGE 3-79)
TABLET; ORALÃ®zl
/LÅ„Å•SÃ¯RÃ¯N.iâ€ž5/ÃŸÅ„/
LOEsTRIN 21 1.5/30
ETIDRONATE OTSOOIUM iPAGE 3-81)
TABLET; ORAL
OIORONEL
NORNIOH EATON/Pas 400MB: N 17831
FENTANYL cITRATE (PAGE 3-81)
INJECTABLE; INJECTION
FENTANYL OITRATE
Ag ABBOTT LABORATORIES Eg 0.05nG BAsE/nLn N 19115
ELQElÃªQLlQE â€˜PAGE 3-821
AEROSOL; INHALATION
BRONALIDE
SYNTEX LABS/SYNTEX 0.025MG/INHB N 18340
FLUOCINOLONE ACETONIDE (PAGE 3-82)
CREAM; TOPICAL
FLUOCIHOLONE ACETONIDE
A; BAY LABORATORIES 0.o1xn N 88757
Â¿I 0.0252Ð  ̧N 88756
Â¿I PHARNAFAIR 0.01Ð¸Ñ† N 88499
Â¿I 0.0252Ð¿ N 88506
rLuoNro
Ñ‘ Ð–Ð°ÐÐÐÐÐÐ¢ â€˜AÃªÃ«Ã¤ÃÃ®Ã¢Ã«Ã¬Ã«Ã«Ã¯f â€œ57â€ /Ã¯Ã® Ã‰Ã¤Ã¬Ã®Ã®/
fi . 5â€˜11 .'.. .
/ÃƒÃÃ /tf 252/ /Ã‘fÃŸÃŸÃ¡ÃŸÃ¤/



159L1 N
L90L1 N
910L1 N
910L1 N
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NJMBER 9 / AUGUST â€˜84 - MAY â€˜85 15
NEPARIN SoOIun (PAeE 3-91) NOnATROPINE nBTNYLBROnIOE; NYORocOOoNE BITAgTRATg (PAeE 3-95)
INJECTABLE; INJEcTABLE SYRUP; ORAL
Ð½Ñ‹Ñ‚Ð¸Ðº LOOK FLUSN > OLT > /NYOROOOUONE/
Ag LTPNOnEO 100 UNITS/MLU N 17651 > 100 > NYURoooooN: connoUNo
Ag SOLOPAK LABORATORIES 10 UNITS/NLA N 88457
Ag 10 UNITS/nLn N 88580
Ag 100 UNITS/nLn N 88581 HYORALAzINE HYDROCHLORIDE (PASE 3-95)
Ð¨
/Ã¡Ã¤/ ELKINS-SINN/AHROBINS/20iÃ³dÃ³'ÃºÅ„Å•Å•Ã¤lÅ„Ã¼l /Ã‘fijÅ„ÃŸÅ•/ TABLET; ORAL
/_/ /d Ð˜: 'UMTS/ni/ /N/ijgijj/ Ñ‚Ð¸Ð¼Ð¸Ð½Ð° NcL
/Ã¡ .6.1 11â€ ,̃ nL/ /N'Ã¯Å•Å„ÃŸj/ _A_A AMIDE PHARMACEUTICAL ÐµÑ‰Ðµ: n 88560
AA Benen N 88649
AA AScOT HOSP PNARnS 25nen N 88310
HEPARIN SODIUM; SODIUM CHLORIDE (PAGE 3-93) M Â§0MGII N 88311
AA BARR LABORATORIES Ionen N 88728
INJECTABLE; INJECTION AA Ioonen N 88729
NERARIN SOoIUn 10,000 UNITS IN SOOIUn cNLORIoE 0.92 AA cAnALL Ionen N 88846
ABBOTT LABORATORIES 10,000 UNITS/IoonL; AA â€  ̃25nen N 88847
900ne/IoonLn N 18911 AA sonen N 88848
NEPARIN Ð·Ð¾Ð½Ñ‚Ð¸Ðº 10,000 UNITS IN SooIUn cNLoRIoE 0.852 AA Ioonen N 88849
Ag ABBOTT LABORATORIES 10,000 UNITS/IoonL; > 100 > AA 8 ORUnnER/PNOENIx gsne N 86088
450ne/100nLn N 18911 AA SUPERPNARn Ionen N 88787
NERARIN Soorun 12,500 UNITS IN SBBIUN OnLoRInE 0.92 AA gsnBn N 88788
Ag ABBOTT LABORATORIES 5,000 UNITS/IoonL; AA Bonen N 88789
ooone/IoonLn N 18911
NEPARIN SooIun 25,000 UNITS IN ÑÐ¿Ð¾Ñ…Ð°Ðœ cNLoRIoE 0.92
Ð¦ ABBOTT LABORATORIES 5,000 UNITS/100ML; ETDROCHLOROTHIAZIDg (PAGE 3-96)
900MG/100MU! N 18911
NEPARIN SooIUn 5000 UNITS IN SODIUM cNLoRIuE 0.452 TABLET; ORAL
A_P ABBOTT LABORATORIES 100 Ð¸Ð¼1Ñ‚$/Ñ‚_;4.5Ð¼Ðµ/Ð¼|.Ð  ̧N 18911 HYDROCHLOROTHIAZIDE
AB LEnnON gsnen N 88924
AB 50nen N 88923
NEPARIN SOoIUn; SoOIUn cNLoRIOE Â IN PLASTIC (PAeE 3-931 AB SuPERPNARn 25nen N 88827
AB sonen N 88828
INJECTABLE; INJECTION AB Iconen N 88829
NEPARIN Ð·Ð¾Ð½Ñ‚Ð¾Ðœ 1000 UNITS IN SooIUn ONLORIUE 0.92
Ag An nceA8/An HOSP 200 UNITS/IoonL;9oone/IoonLn N 19042
NEPARIN sooIUn 2000 UNITS IN SoBIUn cNLoRIoE 0.92 HYnROONLOROTHIAZIOE; nETORROLOL TARTRATE (PASE 3-981
Ag An nceAN/An HOSP 200 UNITS/IoonL;9oone/IoonLn N 19042
NERARIN SooIUn 25000 UNITS IN SooIUn cNLoRIoE 0.92 TABLET; ORAL
52 AM MCGAN/AM HOSP 5,000 UNITS/100ML; LOPRESSOR HCT 100/25
52 9oone/IoonLxz N 19135 GEIGY/CIBA-GEIGY 25MGÂ§100I$I N 18303
HEPARIN SODIUM 5000 UNITS IN SODIUM CHLORIDE 0.92 LOPRESSOR HCT 100/50
Ð ABBOTT LABORATORIES 1,000 UNITS/IoonL;9oone/IoonL N 18916 GEIGY/CIBA-GEIGY 50MG$100MGÂ¥1 N 18303
.A_P AM HOGAN/AM HOSP 1,000 UNITS/100ML; LOPRESSOR HCT 50/25
9oone/IoonLn N 19042 eEIeY/cIBA-eEIeY 25ne;50nex N 18303
NExAcNLOROPNENE (PASE 3-94) NYOROcNLORoTNIAzIOE; PROPRANOLOL HYDROCHLORIDE (PAeE 3-98)
EnULSION; TOPICAL TABLET; ORAL
Ñ‚Ð¸Ñ‚Ð·Ð•Ñ…. ÐŸÐÐ™ÐÐ®Ð¨Ð¦ â€š â€š â€š
Ñ† Ñ…Ñ‚Ñ‚Ð³ÑˆÑ‚ LABS l# N 19055 /AYERSI LABS/Amin! ÑˆÑ‚Ð°Ð¼Ð¿Ñ‹ Ñ‚ â€š1151531!
ÑˆÑ‚Ð°Ð¼Ð¿Ñ‹ Ð¼ 1:4031/



00250 N 01 Ð¥1N30ÐÑ1/83Ð¨080 Ð¡ _l-Ã® < 00V <
13H BNIN7UdIHI
Ñ‚Ð¾ Smm Ð¼Ð°Ñ‚ÐºÐ  ̧/Ð´/$ÑˆÑƒÑˆâ€šÑˆÑˆÑƒ;5Ñ‚Ð·Ð½/
111.1111111/
(101Â5 391d) 3010Ð¾1ÑŽ0001Ð½ aNINvadINI' â€ž101001, 210555031]
_ (201-5 391d) 3111301'3005'1100Ñ‚00'10'
66001. N 11911009â€™ 91
99001 N 11911009 1W
2900L N 11N-00Â» 1101Ñˆ301Ð 0̧1Ð½0 51009 91 11919 N Ð“Ð¼ 531001100911 Naam 11â€˜
Ð½Ð·Ð°Ð¿Ð° â€žmaw rvu/51111111111111111111@ Ñ‚/
1100 2131911 aco-11
QNrmnoauoa xa 003 2030000
(901-: 391d) N' a`ÂÂaoadn91
91109 N /?.5';p"/ Ð¸Ð·Ð½Ñˆ1-030Ð¾0/Ñ…1Ð½030 /Ã¯Ã®/
31161101'â€œ
51199 N ÐºÑ‚Ð¾â€”Ð½ -9Ð "̧52"â€˜6â€˜3 No1111a1 Ð±Ñ‹â€  ̃1101d01 2Â¿Na11Â¿N10
nszn "Vd-Ã€"
1100 231115d10 21909 N /zsfp/ Ð½3ÑŽÐ 1̧Â03000/01Ð 0̧30 /Ã¯Ã®/
Ð°â€  ̃Ð½Ð°Ñˆ
1901-1Â 391d) â€˜311001d 3N121Ñ…0001Ð  ́66199 N 117.9â€˜2 1v3v11avHd 5304101 Ð’
5Ð½05110000001Ð½
Waldo; :Nvaao
961.99 N 1:91109 Ð
56199 N :101192 01 (66-2 391d) Ð“ÐŸ1180308Ð©Ð
*261.99 N nre-_1101 NavNdaadns 91
22199 N 1:91105' Ã®
12199 N 1:-911-52â€œ 91 62161 N n91151291105 sNavNa Nvam
02199 N uâ€œ 01' v11avNd11vx/:Jvdaana Ã¤-v' auIzxvN
____-_1011 aNxzAxoaom 1100 2131911
1100 2131911
(96-2: 391d) ÑˆÑ‚
15501-1  ̀391d) â€˜30100â€™ '1'Nao_a0111 3'Ð¼'_12"1Ñ…"-0"0"0"Ð"Ð½'
52-01 301101111
22699 N 119115211591105 531001100911 HÂ¿INaz d9 [3111.101111]
301211Ð½13Ð¸Ð¿1=ÑŽ001Ð½ uNv aNIaaasaa 1100 2131911
1100 2131911
(96-2 391d) mmm
11101-2 391d ) 3N1d03930â€˜? 3'0'1'21'1Ð½13Ð¸Ð¿1 00001Ð
52099 N Ð¿9Ñ‹"'5â€˜2'29_'2Ð 5̧ 500100 Â¿son 10051 67
05999 N Ð¿Ð°Ð â̧€”05 1101Ñˆ391ÑŠÑˆ1Ð½d 01d _v' < 001 â€¹ a'Ã¯1Ã®vr111-_0a0' 10000" '0H-"1Â» aNo' Toâ€œ "11" Ã«
92599 N ):9Ð "̧"'0'5 531001100911 13513Ð½0 â€œÃ® 1100 2131911
'_301_21_1Ñ‰3'â€”â€”Ð¸Ð¿100001Ð½
1100 2131011 (96-2 391d) Ðœ
(101Â5 391d) 30121'1Ð½13Ð¸Ð¿1000Ñ‰Ð½
15091 N 51109291192 Ð¾Ð½Ð /̧5911 150311
52/09-30103001
15999 N 7.1221 suavNa NolaNava'soaaa 15091 N 91109291192 01m/san 150311
Ð 1̧031d3 52/09-30103041
1101d01 21050031 1100 2131911
(501-5 391d) 301001000â€  ̃001Ð"'3N1Ñ…0Ð 1̧Ð¨"'_.31_113'0'_1 3'005""'11'00"90"'0"0111 (96-22 391d) 301001â€  ̃Ð½00001Ð½-10"1â€œ001_'00"'0_00 ".a'diÃ¯v'l'Ã®Ão' abÃ®Ã¼Ã®aÃ®Ã®Ã®a"
91 50. Â¿vu Â be. .LSnSn7 / 6 83m 1N3Ð31d60$ 3Ð11'1Ðœ3 / 1511 190008d 9080



DRUG PRODUCT L IST /  CUMUL AT IVE SUPPL E ME NT NUMBE R 9 l  AUGUST '84 ~ MAY '85 17

1Ðœ1Ð ÐŸÐÐ1NÐ• HYDRQQHL QRIDE (PAGE 3-107)
T ABL E T; ORAL
AA m pm m ÃŸnm m s/ A1010/
2 â€™
P/ / .  /
AQ SK& F L ABORAT ORIE S L QHQ
_A_Ã‰ Ð©
BP 50M@
INDOME T HACIN (PAGE 3-108)
CAPSUL E; ORAL
INDOME T HAOIN

AB PAR PHARMACE UT ICAL Ð³Ð·ÐœÑÐ¿
AB sonen
AB PARKE-DAVIS/H-L 25nÐµÑ†
AB Ð‘Ð¾ nÐµÑ†
SUPPOSIT ORY; RE CT AL
INDOCIN
MS& D RE S L ABS/ME RCK Ð‘Ðž ÐœÐ‘!
INDOME T HACIN SODIUM T RIHYDRAT E (PAGE 3-108)
INJE CT ABL E; INJE CT ION
INDOCIN I. V.
MSÃ D/ME RCK E Q 1MG BASE/VIAL!
IOOOHIPPURAT E SODIUM,  I-123 (PAGE 3-109)
INJE CT ABL E; INJE CT ION
NE PHROFL ON
ME DI-PHYSICS 1MCI/ML I
IOPANOIC ACID (PAGE 3-109)
T ABL E T; ORAL
T E L E PAOUE

/NINT HFÃ“ Ã‰'L ABS/SÃE RL//SÅ„ Å„ Å„ ÃŸ/
HINT HROP-BRE ON/ST E RL 500MG
ISOE T HARINE ME SYL AT E (PAGE 3-110)
AE ROSOL; INHAL AT ION
BRONKOnE T E R l  I

/BRÃ‰ Â¢NL AHS/SÃÃ‰ RL ÃÃ‘Ã‰//AAÃIZ/
BN BRE ON L ABS/ST E RL ING 0.34ne / INH
ISOE T NARINE nE SYL AT E
BN NAT L PNARn nFe /BARRE 0.34ne / INNn
18829
18829
18806
18806
22
N 17814
N 18878
N 18289
/rl 'Å„ ÃŸÅ„ ÃŸÅ•/
N 08032
/NfÃ¯Ã¡ÃŸÃŸÃ¡/
N 12339
N 87858

Ð‘ÐÐ¦5Ð¦1Ð¡1Ðœ SUL FAIE (PAGE 34112)
INJE CT ABL E; INJE CT ION
KANAMYCIN SUL FAT E
CART E R-GL OGAU L ABS
KANT RE X
BRIST OL L ABS/B-M
lÃ¤
E IGM BASE/3ML I
E 75MG BASE/2M Ð¸
Ð• 500MG BASE/2ML!

E IGM Ð‘ÐÐ— Ð•/Ð’ÐÐ•!

|Ð|$Ð Ð
L ABE T AL OL HYDROCHL ORIDE (PAGE 3-113)
INJE CT ABL E; INJE CT ION
NORnOOYNE
Sc NE RINe Ð²nÐµ/"1n
T ABL E T; ORAL
NoRnonYNE
AB Sc NE RINe aoonen
AB _ Ð·Ð¾ Ð¾ ÐœÐµÐ¿
AB 4oonen
T RANUAT E
AB e L AxO aoonen
AB 300nen
AB 4oonen
L E UPROL IDE ACE T AT E (PAGE 3-113)
INJE CT ABL E; INJE CT ION
L UPRON
T AP PHARMACE UT ICAL S 1MG/0.2ML I
L E VONORDE FRIN; ME PIVACAINE HYDROCHL ORIDE (PAGE 3-114)
INJE CT ABL E; INJE CT ION
SDANDONE ST L
52 DE PROCO 0.05MG/ML Ã¬2Zl
L IDOCAINB (PAGE 3-114)
AE ROSOL; ORAL
XYL OCAINE
AST RA PHARM PRODS 102.
L IQOCAINE HYDROCHL ORIDE (PAGE 3-115)
INJE CT ABL E; INJE CT ION
xT LuoAINB
AST RA PNARn PROOS /52/
SOL UT ION; ORAL
L IDOCAINE HCL
51 ROXANE L ABORAT ORIE S 22!
62520
62564
62564
62564
22 2
N 18686
18687
18687
18687
18716
18716
18716
22 22
N 19010
N 14394
/NfÃ¯ÃŸÃ© Å„ ÃŸ/
N 88802
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DRUG PRODUCT L IST /  CUMUL AT IVE
19
SUPPL E ME NT NUMBE R 9 /  AUGUST '84 Â MAY '85
ME T HYCL OT HIAZ IDE (PAGE 3-129)

Ð Ð Ð
T ABL E T; ORAL
ME T HYGL OT HIAZ IDE
CHE L SE A L ABORAT ORIE S 2.5MG!
COL ME D L ABORAT ORIE S
HE T HYL DOPA (PAGE 3-130)

Ð Ð
T ABL E T; ORAL
ME T HYL DOPA
MYL AN PHARMS
<
MÐµn
Ð²Ð¿ ÐµÑ†
ME T HYL PRE DNISOL ONE SODIUM SUCCINAT E (PAGE 3-131)
ME T RONIOAZ OL E (PAGE 3-133)

Ð Ð Ð

Ð Ð Ð Ð Ð Ð Ð Ð

Ð

Ð
INJE CT ABL E; INJE CT ION
SOL U-ME DROL
UPJOHN
INJE CT ABL E; INJE CT ION
ME T RCNIDAZ OL E
INT L ME DICAT ION SYS
L YPHOME O
ME T RYL IV
L E MMON
T ABL E T; ORAL
ME T RONIDAZ OL E
HAL SE Y DRUG
PAR PHARMACE UT ICAL
SIDMAK L ABORAT ORIE S
SUPE RPHARM
ME T RYL
L E MMON
ME T RYL 500
L E MMON
SAT RIO
SAVAGE L ABS/AL T ANA
E Q 2GM BASE/VIAL K
500MG/100ML!
500MG/100ML!
Ð¨"
MICONAZ OL E NIT RAT E (PAGE 3-134)
SUPPOSIT ORY; VAGINAL
MONIST AT 3
ORT HO PHARMACE UT ICAL 200MG!
b2Z
Z
Z IZ  Z Z Z  Z IZ IZ IZ IZ Z Z
MORPHINE SUL FAT Ãˆ (PAGE 3-135)
INJE CT ABL E; INJE CT ION
DURAMORPH PF
88750 E L KINS-SINN/AHROBINS 0.5MG/ML H
88724 IMG/ML!
88745
NAFCIL L IN SODIUM (PAGE 3-135)
INJE CT ABL E; INJE CT ION
NAFCIL
AE BRIST OL L ABS/B-M E Q lOGM BASE/VIAL!
70075 NAL L PE N
70076 _E BE E CHAM L ABS/BE E CHAM E Q I0GM BASE/VIAL
NAL BUPHINE HYDROCHL ORIDE (PAGE 3-136)
INJE CT ABL E; INJE CT ION
NUBAIN
11856 DUPONT PHARMS/DUPONT 20MG/MLl
NAL T RE XONE HYDROCHL ORIDE (PAGE 3-136)
T ABL E T; ORAL
T RE XAN
70004 DUPONT PHARMS/DUPONT sÐžnÐ‘!
70071
70042 NE OMYCIN SUL FAT E; POL YMYXIN B SUL FAT E (PAGE 3-137)
SOL UT ION/DROPS; OPHT HAL MIC
ST AT ROL
70021 AL CON L ABORAT ORIE S E Q 3.5MG BASE/ML;
70040 16,250 UNIT S/ML U
70039
70027
70033 ' NOMIFE NSINE MAL E AT E (PAGE 3-140)
70008
70009 CAPSUL E; ORAL
ME RIT AL
70035 HOE CHST-ROUSSE L 25MGI
50H6!
70044
70029 NORE PINE PHRINE BIT ART RAT E (PAGE 3-140)
INJE CT ABL E; INJE CT ION
L E VOPHE O.  â€š I ' I
/BRE M Ð¸Ð·Ð²/ÑˆÑ‚Ð¸Ñ„ Ñ‚Ð° Ã¯Å„ ÃÃ¤.  #SÃ‰/HL/
NINT HROP-BRE ON/ST E RL E Q IMG BASE/ML
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Z
P
D
U
Z
<
Ðž
D
Z Z
2â€™
>>
PHENTERMINE HYDROCHLORIDE (PAGE 3-151)
TABLET; ORAL
PHENTERMINE HCL
Ð DRUMMER/PHOENIX
Ð
PH ENY LEPHRINE HYOROCH LORIDE;
(PAGE 3-153)
PROMETHAZINE HYDROCHLORIDE
SYRUP; ORAL
PHENERGAN VC
AA NYETH LABS/AMHO 5MG/5ML;6.25MG/5ML
PRCMETH V0 PLAIN
A_ NATL PHARM MFG/BARRE 5MG/5ML36.25MG/5ML!
PRCMETHAZIHE 70 PLAIN
AA BAY LABORATORIES 5MG/5ML;6.25MG/5MLI
PHENYTOIN SODIUM (PAGE 3-153)
INJECTABLE; INJECTION
PNENYTOIN scBIUn
Ag INVENEX LABS/LIFE sone/MLN
Ag SOLOPAK LABORATORIES Bone/MLU
Ag Ð·Ð¾Ð½Ðµ/Ð¸Ð´Ð¸
Ag sÐ¾Ñ‚Ðµ/Ð¼ÐºÐ»
PHENYTOIN SODIUM; EXTENDED (PAGE 3-153)
CAPSULE; ORAL
DILANTIN
AB PARKE-DAVIS/N-L 100MG
EXTENDED PHENYTOIN SODIUM
A BOLAR PHARMACEUTICAL IOOMGI
PILOCARPINE HYDROCHLORIDE (PAGE 3-154)
GE L; OPHTHALMIC
PILOPINE HS
ALCON LABORATORIES 4Z
PINDOLOL (PAGE 3-154)
TABLET; ORAL
VISKEN
SANOOz PNARnS/SANOOz/ISHS/
POLYETHYLENE GLYCQL 3350i POTASSIUM CHLORIDE; SODIQM
BICARBONATEE SODIUM CÐLORIDE; SODIUM SULFATE (PAGE 3-155)
PONDER FOR RECONSTITUTION; ORAL
N 86453 COLYTE
N 86456 EOLAN PRERARATIONS 120en/PACKET;I.49en/PACKET;
3.Ð—Ð¬Ð‘Ð/Ð ÐÐ¡ÐšÐ•Ð¢;2.920Ðœ/Ð ÐÐ¡ÐšÐ•Ð¢:
11.36en/PACKETn N
227.Ien/PACKET;2.82en/PACKET;
6.36en/PACKET;5.53en/PACKET;
21.5en/PACKET;n N
360en/PACKET;4.47en/PACKET;
10.08en/PACKET;8.76en/PACKET;
N 08604 34.088n/PACKETU N
N 88761
POTASSIUn CHLORIOE (PAGE 3-156)
N 88897
INJECTABLE; INJECTION
POTASSIUN cNLoRInE In PLASTIC CONTAINER
Ag INVENEX LABS/LIFE 2nEg/nLn N
Ag 2nEQ/nLn N
N 89003 POTASSIUn CLAVULANATE; TICARCILLIN OISOOIun (PAeE 3-158)
N 88519
N 88520 INJECTABLE; INJECTION
N 88521 TInENTIN
BEECNAn LABS/BEECNAn EQ Ioone ACID/VIAL;
EQ Ben BASE/vIALn N
EQ 200ne ACID/VIAL;
EQ Ð²en BASE/VIALn N
N 84349 PREONISOLONE (PAeE 3-159)
N 88711 TABLET; ORAL
PREONISOLONE
Bx SUPERPHARM snen N
PREDNISOLONE ACETATE'! SULFACETAMIDE SODIlM (PAGE 3-160)
N 18796 OINTnENT; OPNTNALnIC
PREUSULFAIR
A1 PNARnAEAIR o.52;_gÂ¿ N
VASocInIN
A1 COOPERVISION PHARnS QABA;I_ZI N
/NfÃ¯ÃŸÃ¡BS/ PREONISONE lPAeE 3-161)
SOLUTION; ORAL
PREDNISONE
ROXANE LABORATORIES Ð²Ð½Ðµ/Ð·Ð¼Ð¸Ñ N
PREONISONE INTENSOL
ROXANE LABORATORIES Ð²Ð¸Ð·/"ÑŠn N
18983
18983
18983
88901
88908
50590
50590
88892
88032
88791
88703
88810
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QUINIDINE SULFATE (PAGE 3-170)
TABLET; ORAL
cIN-QUIN
/AB/ RONELL LABORATORIES /Ã¡Ã³Ã³nÃ¡/
QUINIDINE SULFATE
AB SUPERPHARM 200MG!
RANITIOINE HYDROCHLORIDE (PAGE 3-171)
INJECTABLE; INJECTION
ZANTAC
GLAXO EQ 25MG BASE/ML!
RAUNOLFIA SERPENTINA (PAGE 3-171)
TABLET; ORAL
RAUVERIO
BP FOREST LABORATORIES sons
/55/ /Ã“NÃ‰Ã„L-JÃ“NÃ‰SAÅ•Ã‰AÅ„Å„ÃÃ‘//5Ã³Å„5/
NOLEINA
BP FOREST LABORATORIES Ð·Ð¾nÐµ
Ð» ÐÐ/ /AAAA ' â€˜Ð´Ð¾Ð¿Ð¸Ð² â€˜Ð³: â€˜ÑˆÑ‚/ÐÐ¶
/BA/ L' 'L Ð» ÑŒÑ‘Ñ‚
RESERPINE (PAGE 3-172)
TABLET; ORAL
RESERPINE
BP LEMMON 0.1MGH
BP 0.25MGn
RITODRINE HYDROCHLORIDE (PAGE 3-173)
INJECTABLE; INJECTION
/RITOORINE'NOL
â€š Ð  ́.LA / /iÃ³Å„Ã©lÅ„Å„/
YUTOPAR
/Ã„P/ ASTRA PNARn PRODS Ione/nL
15ne/nLn
TABLET; ORAL
/RITOBRINÃ‰'NCL/
/ i .L / /1555/
YUTOPAR
/AB/ ASTRA PNARn PROOS Ione
/ 11.57255/
N 88973
N 19090
N'09225
Ñ‚. 55255/
N 09255
N 09255
fÃ³Ã«  55/
ÃgfÅ„Ã¡Ãª55/
N 89020
N 89019
Ñ‚. '15255/
N 18580
N 18580
/NfiÅ„Å•ÃŸÅ„/
N 18555
SAFFLONER OIL; SOYBEAN OIL (PAGE 3-174)
INJECTABLE; INJECTION
LIPOSYN II 10X
ABBOTT LABORATORIES 52;5Zn N 18997
LIPOSYN II 202
ABBOTT LABORATORIES 102;102l N 18991
SCOPOLAMINE (PAGE 3-174)
FILM, CONTROLLED RELEASE; PERCUTANEOUS
/ÃRÃ„Ã‘SÃšÃ‰RHÃ‰Ã‘/
/Ã„LÃ„Ã/ /155Ã‘Ã‰/ /Ã‘ÃÃÃÃ‰ÃÃƒ/
TRANSOERn-SCOP
CIBA/CIBA-eEIeY 1.5ne N 17874
SECOBARBITAL SODIUM (PAGE 3-174)
CAPSULE; ORAL
SECOBARBITAL SODIUM
> ADD > AA a DRUnnER/PHOENIX IOOMG N 85898
> ADD > AA Ð VITARINE/PHOENIX 100MG N 86273
SOOIUM CHLORIOE (PASE 3-1761
INJECTABLE; INJECTION
BAOTERIOSTATIC SODIUM CHLORIDE 0.92 IN PLASTIC CONTAINER
Ag ABBOTT LABORATORIES 9nÐµ/ML N 18800
Ag INVENEX LABS/LIFE 9ne/nLn N 88909
Ag 9ne/nLn N 88911
sOUIUn CNLORIOE IN PLASTIC CONTAINER â€š
/ÃÃ‰/ . Ã  ̄. . ÐÐ° PL /N.17555/
sOOIUn CNLORIOE 0.92 IN PLASTIC CONTAINER
Ag An HOGAN/An HOSP 900ne/100nL N 17464
P INVENEX LABS/LIFE 9ne/nLn N 88912
SLUSH; IRRIGATION
>_ABB_> SOOIUn CHLORIOE 0.92 IN STERILE PLASTIC CONTAINER
> ADD > TRAVENOL LABS 900NG/100NLH N 19519
SOOIUn LACTATE (PAGE 3-178)
INJECTABLE; INJECTION
SODIUM LACTATE IN PLASTIC CONTAINER
ABBOTT LABORATORIES 5MEQ/MLI N 18947
SODIUM NITROPRUSSIDE (PAGE 3-178)
INJECTABLE; INJECTION
SODIUM NITROPRUSSIOE
AB LYPHONED sone/VIAL! N 70031



>
>
SODIlM POLYSTYRENE SULFONATE (PASE 3-179) Ð—Ð¦Ð¦â€˜ÐÐœÐ•Ð¢ÐÐžÐ¥ÐÐ¨Ð—Ð¬Ð•'; TRIMETHOPRIM (PAGE 3-183)
PONOER; ORAL, RECTAL TABLET; ORAL
KAYEXALATE > AOO > OOTRIM
55 BREON LABS/STERLING 453.69N/B01 N 11297 > AOO > 59 LENNON 4ooNC;Bo n
sOOIuN POLYSTYRENE sULFONATE COTRIN n.5.
55 BAY LABORATORIES 453.6ON/BOTH N 99796 59 LEMNON Ð²Ð¾Ð¾nÐµ;1Ð²Ð¾ÐœÐ·Ð¿
suLEAHETHOPRIH
SUSPENSION; ORAL, RECTAL 59 PAR PHARMACEUTICAL 400N9a90 n
sOOIuN POLvsTTRENE sULFONATE sULEAaETHOPRIH-ns
55 BAY LABORATORIES ISON/6ONLE N 99717 59 PAR PHARMACEUTICAL BooNC;160NCn
SULFAMETHUXAZOLE Ð° TRIMETHDFRIM
. â€™ 59 HEATHER Ð²Ð½Ð¸Ð· 40 NÐµ;BoNCn
SOYBEAN OIL (PASE 3-199) 59 . Ð²Ð¾Ð¾Ð¼Ðµ;1ÑŒÐ¾Ð¼ÐµÐ¿
suLEAMETHOxAzOLE ANO TRINETBOPRIH
INJECTABLE; INJECTION 59 BARR LABORATORIES 400N9;80NBu
LIPOSYN III 102 59 CHELSEA LABORATORIES 4ooaÐµ;aonÐµn
59 ABBOTT LABORATORIES Â¿Ogm N 19969 59 Ð²Ð¾Ð¾Ð¼Ð²Ð·16Ð¾Ð¼ÐµÑ†
LIPOSYN 111 202 SULFAHETHOXAZOLE AND TRIMETHOPRIM DOUBLE STRENGTH
_g ABBOTT LABORATORIES 995n N 19970 59 BARR LABORATORIES Ð²Ð¾Ð¾ÐœÐµ;1Ð²Ð¾Ð¼ÐµÑ†
â€žÑˆÐ¸Ð½/9555 'lÃ/Ã¡
/Ã«/ L. .1 . .Ã³fiÃ¯ES/Ã¡Ã³Ã³bÃ®'Ã¢Ã_i_Â¿Ã«=.Ã¯Å•Å„/
SOCCINYLCHOLINE CHLORIOE 1PA9E 3-191) /111191921011A'1/1
Ð©â€ !̃ L .L .PRXÃ‰S/_flÃ³Ã³Å„Ã¤ÃÃ¡Ã©Å„Ã¤Ã¡/
INJECTABLE; INJECTION
succINYLCHOLINE CHLORIOE
/Ã¡g/ ÃÃRÃƒÃ‘Ã‰Ã‘ÃŸLfLÃƒBgÃ ÃÃ«dÃ³Å„Ã¡lvÅ•Ã¡Å„ /NÃ¡60263/ TECHNETIUN, TC-99N, ALBUNIN AOGREOATEO KIT (PAGE 3-195)
/_/ . /Ã‰ l- Ñ‚ 15.6253/
.. - u INJECTABLE: INJECTION
â€œ . Â â€˜9345 ALBUMIN MICROSPHERES (HUMAN) INSTANT MICROSPHERES
SULFABENZANIOE; SULFACETANIOE; SULFATHIAzOLE (PASE 3-1911 /BS/ /ÃºÃ¯AÂ¢NOSÃ¯Ã¯Â¢fPRÂ¢Å„S/3Å„//N/A/
.. Ð°, BS MEDICAL PRODUCTS/3M N/A
TABLET; VAeINAL Ð;-. f'
SULTRIN '
51 ORTHO PHARNACEUTICAL IB4N9;143.75NO;17z.5MÐµ N 05794 TECHNETIUN TC-99N ALBunIN KIT (PAeE 3-195)
TRIPLE sULrA
51 5 FOusERA/ALTANA 194N9;143.75N0;172.5N9n N 99463 INJECTABLE; INJECTION
51 PHARHAOERM/ALTANA 194N9;143.75N9;172.5n9n N 99462 /Â¢1N110HÂ£Å„fjÂ£Â¢HNÃ‰Ã¯iÃºÅ„f99Å„fHSÃ„l
/IiÃ¯rlfÃ¯Ã¤Ã±Ã‰Å„/ /Ã‘/Ã/
TECHNETIUM TC 99N HSA
SULFACETANIOE SODIUM (PAGE 3Â191) MEDI-PHYSICS N/A
SOLUTION/OROPS; OPHTHALNIC
sULPAcETAHIuE sOuIuH TECHNETIUN TCÂ99H MEORONATE KIT (PAGE 3-1961
AOO > AT PHARHAEAIR Iozn N 99947
DLT >/Z_?/ /PHAMAFAIK/ /Ã®Ã«Ã¤Å„/ Ñ‚ÑÐ¶Ð°Ð¼Ð  ̧Ñ…ÑˆÐ²ÑÑ‚ÐÐ²ÑŒÐ²Ð· INJECTION
AOD > suLFAIR IO > OLT > /Å„Å„P'KÅ•-Å•/
AOD > _1 PHARNAEAIR Â¿O2n N 97949 > AOO > TECHNETIUH TO 99N HPI MOP
SuLFANETHOxAzOLE (PAeE 3-192) TECHNETIUN Ñ‚Ñ-99Ð¼ PENTETATE KIT (PAeE 3-1961
TALBET; ORAL INJECTABLE; INJECTION
sULFAMETHOxAzOLE I /KÅ•dÃºÃ©Å•lÃ¡Å„Ã¡Å•Å„'Ã©Ã³Ã©ÃºÅ„iÅ„Ã¡'Rif
ÐœÐ« 711mm /Ã‰Ã³Ã³Å¯d /N 15145435/ Ð© Ð•ÐÐšÐÐÐŸÐÐÐ¥ÐÐÐ’ÐÐ—Ðª'Ð•ÐÐŸÐ¦ÐÐ–
59 HEATHER DRUG 99999 N 96163
70034
70048
70022
70032
18946
18946
ZZZ 2 2 2 2
70006
70002
70000
212 2
N 70007
/ 117.515.615/
/rl'idÅ„Å„Ã¤/
/Ã‘fÃ¯Å•Ã©ÃŸÃ©/
N
17632
/Ðœ.'1Ð“ Ð¨5/
N 17775
/ 11111426/
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TECHNETIUM, TC-99M, SULFUR COLLOID KIT (PAGE 3-187)
INJECTABLE; INJECTION
/CINTICNÃ‰N'TÃ‰OÃ‰NETIÃšN'99N'TÃ©Ã³/
/Ð  ̈/515115555/ /M/
TECNNETIUN Tc 99n TSC
Ag nEOI-PHYSICS BÂ¿A
TERBUTALINE SULFATE (PAGE 3-187)
AEROSOL; INHALATION
BRETHAIRE
BN GEIGY/CIBA-GEIGY
BRICANYL
BN MERRELL DON/DON CHEM 0.2MG/INHN
0.2MG/INH!
INJECTABLE; INJECTION
BRICANYL
>_DlÂ_T_>/&/ 7331133. Pri/(55.55.65# /iÅ„Ã¡/Å„ll/
> ADO > A2 MERRELL DON/DON CHEM IMG/ML
> ADD > TERFENADINE (PAGE 3-187)
> ADD > TABLET; ORAL
> ADD > SELDANE
> ADD > MERRELL DON/DON CHEM 60M6!
TETRACYCLINE HYDROCHLORIDE (PAGE 3-188)
CAPSULE; ORAL
BRISTACYCLINE
/AB/ BRISTOL LABS/B-n /SOONS/
TETRACYCLINE NCL
AB SUPERPHARn Ð°Ð·Ð¾Ñ‚Ðµ:
AB soonen
THEOPHYLLINE (PAeE 3-190)
CAPSULE; ORAL
SOnOPHYLLIN-T
BP FISONS Ioonen
BP zoonen
250nen
CAPSULE; CONTROLLED RELEASE; ORAL
ELIXOPHYLLIN SR
BC BERLEX/SCHERING 125MGI
BC 250MG!
SLO-BID
BC NILLIAM H RORER sÐžÐœÐ‘!
BC 100MG!
BC 200MG!
BC 300MGI
/ N '17?55/
N
N
N
/ 11.17.455/
N
N
ÐœÐ«Ð¨Ð˜
21222
Z Z Z 2 212
17784
18762
18000
17466
18949
62540
62540
87155
87155
87155
86826
86826
88269
87892
87893
87894
Z
â€˜
U
Z
Ð¬
D
Z Z

lZ lâ€™ lZ Ð Ð Ð Ð
Ð¤ Ð¤ Ð¤ Ð¤ (U Ul Ð¤
THEOPHYLLINE (PAGE 3-190)
CAPSULE; CONTROLLED RELEASE; ORAL
BC
BC
BC
BC
BC
BC
BC
BC
BC
BC
BC
BC
BC
BC
BC
SLO-PHYLLIN

NILLIAM Ð RORER
SOMOPHYLLIN-CRT
FISONS
THEO-24
SEARLE/SEARLE PHARMS
THEOBID
GLAXO
THEOBID JR.
GLAXO
THEOCLEAR L.A.Â130
CENTRAL PHARMS
THEOPHYL-SR
MCNEIL PHARM
THEOPHYLLINE
CENTRAL PHARMS
THEOVENT
SCHERING
125MG
50H81:
Ð³Ð¾Ð¾ÐœÐµÐ¸
300nen
200MG
300MG
260MG!
130MGI
130MG
125MGN
250MB!
125MG!
250MB!
125MGI
250MG!
TABLET; CONTROLLED RELEASE; ORAL
BC
BC
TH
THEBCHRON
FOREST LABORATORIES
IEEQEEELLEEE
FOREST LABORATORIES
IORIDAZINE HYDROCHLORIDE
TABLET; ORAL
Ñˆ
BARR LABORATORIES
BIOCRAFT LABS
CORD LABORATORIES
DANBURY PHARMACAL
ROXANE LABORATORIES
TOBRAMYCIN (PAGE 3-194)
100MGB
200MG!
100MG!
200MG!
300MGI
(PAGE 3-192)
SOLUTION/DROPS; OPHTHALMIC
TOBREX
ALCON LABORATORIES
0.32!
2 2 2 2 2 2 2 2 2 2:2 2 2 2 2 Z Z Z Z 2
222 2 2 2 2:2
85203
87763
88382
88383
87943
87944
85983
87854
86569
86480
86471
88654
88689
87010
87910
88320
88321
88503
88504
88505
88737
88738
88493
88456
88135
88872
89048
62535



IQQAINIOE HYOROCÐL ORIDE (PAe E 3-194)
T ABL E T; ORAL
ToNoc ARn
Msan/ME RCK Â«consn
sonnen
ToL Az AnIuE (Ñ€595 3-194)
T ABL E T; oRAL
ToL Az AnrnE
59 Z E NIT H L ABoRAToRIEs 100Ð¼ 9n
59 asonsn
59 sonnen
ToLzuAsE
59 UPJOHN 100Ð¸9
59 250Ðœ9
59 saone
T OL AZ OL INE HYDROCHL ORIDE (PAGE 3-194)
INJE CT ABL E; INJE CT ION
PRISCOL INE
CIBA/CIBA-GE IGY 25Me/HLn
T OL BUT ANIDE (PAGE 3-194)
T ABL E T; ORAL
T OL BUT AMIDE
Â¿ Q SUPE RPHARH 500MG!
T OL ME T IN SODIUM (PASE 3Â194)
CAPSUL E; ORAL
T OL E CT IN

ÐœÐ«Ð¨Ð¦â€˜ÐÐÐ’Ðž ÐÐÐâ€˜Ðž ÐÐ¥ÐÐ/ÐÐ'ÐÐœÐÐ.â€˜Ð‘ÐÐ‘Ð«
Mc NE IL PHARM E Q 400n9 BASE
T ABL E T: oRAL
ToL Ec T Iq'.  I I

/ IE Ã‘Ã‰ IL MMA'fMiÃ‰ S//Ã‰ Ã¢ Â¿ MM Ã‰ ÃSÃ‰/
nc NE IL PHARM E Q zoons BASE
IgAzonoNE HYDRoc HLoRInE (PAGE 3-194)
T ABL E T; oRAL
OE SYRE L
ME AD JOHNSON/B-H 150n9Ñ†
N 18257
N 18257
18894
18894
18894
15500
15500
15500
2 z iz i  2 2 2
N 06403
N 88893
/ r1 â€˜Ð¨Ð˜Ð›
N 18084
/rl 'i jÃ³Ã¡Ã¡/
N 17628
N 18207
T RIAHCINOL ONE ACE T ONIDE (PAGE 3-195)
51
Â¿ I
AT
lil :
Ð¨:  E l:  Ð¨:
T OPICAL

ARIST OCORT Ð
L E DE RL E L ABS/AH CYAN 0.0252!
0.12K
0.52!
L OT ION; T OPICAL
T RIAMCINOL ONE AOE T ONIOE
BAY L ABORAT ORIE S 0.0252!
0.12!

01NÐ¢ÐÐ•NÐ¢$ T OPICAL
ARIST OUORT A
L E DE RL E L ABS/AM CYAN 0.1K!
0.52!
T RIAMCINOL ONE ACE T ONIDE
PHARMADE RH/BYK-GL DN 0.0252!
0.12!
T RYHE X
SAVAGE L ABS/BYK-GL DN 0.025%!
0.12!
T RIFL UOPE RAZ INE HYDROCHL ORIDE (PAGE 3-198)
IÃ¢ lÃ¢ l5 IÃ¢
T ABL E T; ORAL
T RIFL UOPE RAZ INE HOL
DURAME D PHARMS
59 1MB BAsEn
Ð© â€˜
59_5Ð¦9_5555Ð¿
5 10Ðœ9 BASEn
T RIAZ OL AN (PAGE 3-197)
T ABL E T; ORAL
HAL CION
UPJOHN 0.125MGI
T RIL OST ANE (PAGE 3-199)
CAPSUL E S ORAL
MODRAST ANE
NINT HROP L ABS/ST E RL Ð·Ð°Ð¼ ÐµÐ½
ÑŒÐ¾ Ð¼ ÐµÑ†
T RIME PRAZ INE T ART RAT E (PASE 3-199)
55
ORAL
T RIME PRAZ INE T ART RAT E
BAY L ABORAT ORIE S
E Q 2.5HG BASE/SML!
Z 2 2
2 2 2:2 2 2
2 2 2 2
88818
88819
88820
88450
88451
88780
88781
88692
88690
88693
88691
88967
88968
88969
88970
17892
18719
18719
88285
SUPPL E ME NT NUMBE R 9 l  AUGUST â€˜84 - HAY '85 26
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 9 l AUGUST '84 Â MAY '85
27
TRIPROLIDINE HYDROCHLORIDE (PAGE 3-200)
SYRUP; ORAL
TRIPROLIDINE NGL
AA HALSEY DRUG I.Â§5MG/5MLI
TRISULFAPYRIMIOINES (PAeE 3-200)
SUSPENSION; ORAL
Ñ‚ÐµÑˆÑŒ: 'SUIZPOIU I
[Ð© L â€ž â€žL/ Ð”Ð«Ðœ/â€œÐ¦
vECURoNIlm BRONIOE (Ð²Ð´ÐµÐ² 3-202;
INJECTABLE;I INJIECTION
/NSSRSÃÃšNSSN .( 115.1455/
NORCURON
VERAPAnIL HYDROCHLORIDE (PAeE 3-202)
TABLET; ORAL
CALAN
AB SEARLE/SEARLE PHARnS Ð²ÐµÐ½ÐµÑ†
AB 120nen
ISOPTIN
AB KNOLL PHARMACEUTICAL 80
AB 120ne
VINCRISTINE SULFATE (PAGE 3-202)
INJECTABLE; INJECTION
75918/ MAA/Anw
> OLT > L . .L LL. .
> Ñˆ > /snA/AmÃŸ/
> ADD > ELI LILLY 1MB/ML
NATER FOR INJECTION, STERILE (PAGE 3-204)
LIQUID; N/A
STERILE WATER FOR INJECTION IN PLASTIC CONTAINER
> AUD > AE TRAVENOL LABS 1002
TERILE WATER IN PLASTIC CONTAINER
>_D_LT_>/ÃÃ‰/ s/ .f RÃ„AÃÃ‰Ã‘Ã“A'. 1555/ /1002/
N 88735
/ N '5.6157/
N 18817
N 18817
N 18593
N 18593
N 18632
/N'Ã¯ÃŸÃ¡ÃŸÃ©/
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DESI PENDING LIST Â 'EXEMPT' (COURT ORDER) CATEGORY
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CUMULATIVE SUPPLEMENT NUMBER 9 / AUGUST '84 Â MAY '85
/ÃÃ©Ã³Ã©Ã©Ã¡Å•Ã³'Ã¡Ã³iÅ„Ã¡'OERPÃHTHÃ‰HÃ¡Li'NIÃÃ“INAHIOÃ‰Ã'PYRIOONIHÃ‰/
/8?Ð±Ñ‘Ð±Ð·ÑŠÐ¹62Ñ‘%Ñ‘?â€˜Ñ‘Ñ…Ð¹Ñ‘Ñ‘Ð¹Ð´Ñ‘Ð·Ð¹:â€˜181881!Ñ‘â€˜Ð½Ñ‘Ð±Ð¹Ñ‘ÑÐ¹Ð¹Ñ‘Ð¹Ð¹Ð±Ñ‘Ñ‘â€˜0115818â€˜65/
/Ã¯'Ã®'Ã®Ã¢Ã®Ã¬Ã®Ã¯Ã¯ PACE A031
(SEE SPECIAL NOTE Ð².)
/1Ð®%Ñ‘$ÐÐÐÐ”ÐÐÐÐÐÐ”ÐÐ¡Ð¢$Ð¤Ð/
Ð³... â€ž1.
â€šÐ°â€˜ A .c .0f ' /sARA/A.'52508/8810N/PB'I-PNB/Au;
Ð¨" â€™5' MW Ð• Ð¨â€ /Â¿TEMÃ¯.Â§Â§5rf5/Å„.Â£.ÃÃ¯.Ã.d.Ã³.d.'iD/HijÃ¯Å„Å„fÃ¯g/
/ â€žSPG/TA( â€šâ€š â€žJ â€šâ€ž. -.
/Ã¯Â¢5Ãº5Â¿Å„LÂ¿5BÂ¢/Å„L;20Å„5Â¿5155N5/815/
/Ñ‘Ð¿Ð·4Ð¿ÑŒ;Ñ…ÑÑ‚Ñ€Ð´Ð½Ð¼Ð·Ð³â€šÐ¿.Ð¿. /515/ â€š
/Ð³Ð±Ð .́1Ð¦/Ð¿ÑŠÐ·1ÑŒÐ‘/Ðâ€º/ /N.55559/
NITROGLYCERIN (PAGE AD7)
/5#PSÃŸiÃ‰jfÃŸÃºÃ‘ÃÅ•ÃŸÃ¯ÃŸÃ‰Ã±fRÃ‰LEASÃ‰jfÅ„Å„Ãƒif
(ALL PRODUCTS Â SEE SPECIAL NOTE B.)
/ÃÃ555ÃJKÂ¢Â¢NÃNÂ¢Â£Â£55ÃRÃ‰Â£Ã‰Ã„SEÃƒÃAÃ‰Ã„Ã‰/
(ALL PROOUCTS Â SEE SPECIAL NOTE Ð².)
/ PENTAERYTNRITOL TETRANITRATE (PAGE ADB)
CAPSULE, CONTROLLED RELEASE; ORAL
PENTAERYTHRITOL TETRANITRATE
> AnO > Ð° VITARINE/PHOENIX eone N 86305
> Ð´Ð¾Ð¿ > o Bone N 87529
OIPYRIOANOLE :PACE A04) > ABO > Ñ Bone N 87531
TABLET; ORAL
OIPYRIOANOLE
DANBURY PHARnACAL 25ne N 88945
sone N 88800
75ne N 87432
PHARn BASICS 50H5 N 88822
SIOHAR LABORATORIES 25H8 N 88683
sone N 88684
75ne N 88685
/ISBBÃƒRBTOE'BIRTTRATE (PASE A05)
(ALL PRODUCTS Â SEE SPECIAL NOTE Ð².)
/1555515/5555/
/ISÃ“SÃ“R5ÃÃ“Ã‰ÃÃšÃNÃÃNÃÃÃ‰/ I
/PÃ„RR-LÃ„PÃ“BÃIRRIES/ /5555/ /N.57554/
/ÃÃPiÃ‰IÃƒISÃšPiINÃ©ÃšAi/
/Ã¯SÃ³Ã¢Ã“RÃ‰AÅ„Ã‰ÃdINÃ¯ÃNÃÃÃ‰/ â€š
/ÐÐÐÐ.#ÐÐÐÐÐÐÐ¤Ð1Ð$/ /1555/ /N.57555/
/IÃÃ®gÃ¢Ã¯Ã¡Ã©PqNÃ¯Å•Å„iiÅ•ÃŸf55i5Ã555X95ÃL/
:Ã±o-f; 'r Ã I
/FRRÅ•SÃfiÃPÃ“RÃIRRIÃ‰S//Ã¡Å„Å„Ã¡/ /N.554Â¢5/



CUMULATIVE SUPPLEMENT NUMBER 9 / AUGUST '84 Â MAY '85
CURRENT STATUS Â INEFFECTIVE
/NDÃÃ‰Ã„IÃÃ“Ã‰Ã/ /Å„Ã¬Å¯Ã‰Å„'lÃ®ÃÃ‰S/Å„Ã‰RÃ±fÅ•Å•Å„Å„ÃŸ/
/RÃ‰NHLW 'Å•Ã±Ã‰Å„dÃŸÃŸÅ•ÃŸiÃ®ÃŸlÃ®/ Ñ‚Ð¸ÑˆÐ /̧ÑˆÐ¸Ñˆ /HÃ¯Å„Å•Å„sfÃ³Å•fÃ¯Ã¤Ã³riÅ•/
ÐœÐ°Ð¼Ð°ÑˆÐ° Ð½Ð°Å•Ð¾ÑÑÑ‰Ð¸Ð¼. PHÃ‰NSSBÃ„RHI. Ñˆ
Ð²Ð•Ð¿Ð¾ÑÑÐ â€¹: HOFFMANN- LA ROCHE /Å•Å„Ã¯ssfÅ„iÃ¯Å„Ã‰/ ÑˆÑƒÐ¼/Ñˆ ÐÐÐÐ–Ð©
AscoRBIc ACID; BIoTIN; nExPANTHENoL: NIACINAMIDE; PYRInoxINE /jÅ•gjjlÃŸzpjliÅ„i'l-IjÅ„fÃ¡ÃŸgfÃ±ÃŸgjpi E/
NYnRocNLoRIoE; RIBoFLAVIN; THIAMINE NYnRocHLoRInE
BERoccA Ñ soo HOFFMANN-LA ROCHE Tuss-oRNAnE Ð°ÐºÐ  ̧LABORATORIES
AscoRBIc ACID; BIoTIN; DExPANTHENoL; ÐºÐ¸ÑˆÐ¼Ð¸ÑˆÐ°; PYRIooxINE cARAMIPHEN EnIsYLATE; cHLoRPNENIRAMINE MALEATE;
NYBRocNLoRInE; RIBoFLAVIN; TNIAMINE NYnRocNLoRInE IsoPRoPAMIoE IooIDE; PNENYLPRoPANoLAMINE NYnRocHLoRIoE
nIMETAPP AH RoBINs CURRENT sTATUs Â EFFEcTIVENEss To BE DETERMINED
BROMPNENIRAMINE MALEATE; PNENYLEPHRINE NYDRocHLoRIDE;
PNENYLPRoPANoLAMINE NYoRocHLoRInE M.V.I. PEoIATRIc usV PHARMACEuTIcAL
AscoRBIc ACID; BIoTIN; cYANocoBALAMIN; nExPANTHENoL;
Ð  ̧I ERsocALcIFERoL; EoLIc ACIn; NIACINAMInE; PHYToNAnIoNE:
[ÑÐ½Ð¸Ð¼Ð¸] Ñ‚Ð°Ñ‚, ,LABS/BERN, Ñ€Ð¸Ñ„Ñƒ PYRIDoxINE NYnRocHLoRIDE; RIBoFLAVIN PHosPHATE sonIuM;
ÃšÃ‰MÃ“Ã‰ÃISÃ“Ã‘Ã‰/ THIAMINE HYDRocNLoRIDE; VITAMIN A; VITAMIN E
ELIXIR DIMETAPP AH ROBINS
BROMPHENIRAMINE MALEATE; PHENYLEPHRINE HYDROCHLORIOE;
PHENYLPROPANOLAMINE HYDROCHLORIDE
.'.( .Y .6,41 35N!) 553W.' .' Ã„ Ã'
/HÃÃ±igÅ•gÃ«gÃ¢Ã¯ SÃ¤Ã¢Å•/ / / n mw I: Ð¦
Yâ€™ 1â€˜ 1 :Å• â€š' " l
BARBERA# f Ðœ ÑˆÑ‚
.Y L'Ã“G/ /Ã‰Å„'ÃŸÃ¡ÃºÃ¯Å„Å„'lÃÅ„Å„fÃŸÅ„Å„Ã¡/
Ii ii .' ' .1â€˜.;'.'.Y.1â€˜.1â€˜.;'
/GÅ•Ã«Ã¯Ã¤ÃªÃ¬Å„Ã¤Ã¯ Â»ÃˆÃ¯ÃÃªfÃ«Ã¤Ã¤iÃ¤Ã«Ã¬fÃŸ E N s Ã„ Iâ€œ â€™
ÐÐÐÐÐÐÐÐ¬ÐÐ}.'Ð½ÐÐÐÐÐÐÐÐÐÐÐÐÐÐÐÐÐÐÐÐœÐ¥Ð«.â€˜ÑˆÐ°Ñ‚ÑƒÐ½
ÐÐ¢Ð®Ð¨/ /PÅ•Ã¯ZEÅ•
'Ass/#12m
Ñ‚ÑƒÐ¿ Â¿ARTISAN Â¿JMA L
fiiÃ„SfÃ¬Å•SfJÃ®Ã¯NÃ‰fHsflÃ®/
DESI PENDING LIST Â OTHER THAN 'EXEMPT' (COURT ORDER) CATEGORY 30



ADDENDUM D: DRUG PRICE COMPETITION AND PATENT TERM RESTORATION
0n September 24, 1984, the President signed into law the Drug Price
Competition and Patent Term Restoration Act of 1984. The Act amends section
505 of the Federal Food, Drug and Cosmetic Act, authorizing the Agency to
accept abbreviated new drug applications for most previously approved drug
products. This new legislation also provides for extending the term of a
patent which claims a product, use, or method of manufacture that was subject
to a regulatory review period in accordance with the Act.
The statute requires that FDA make publicly available a list of approved drug
products containing the following information:
l) an alphabetical list of all drugs by official and proprietary name
approved for safety and effectiveness, with monthly updates;
2) the application number and approval date for each drug product
approved from January l, 1982; and
3) whether in vitro and/or in vivo bioequivalence studies are required
for ANDA approval.
The A roved Prescri tion Dru Products with Therapeutic Eguivalence
Evalua Tons, 5TH ÃˆÃ¤iÃ«ion, DPÃ¯Å•andÐits month1y supplements will be used to
saTisTy fÃ±is new requirement.
In addition, the APDP will identify drugs which qualify under the new statute
for periods of exclusivity (during which ANDAS and paper NDAs for those drugs
may not be submitted or made effective as identified below) and will provide
information on the current patent status of the listed drugs. Exclusivity
prevents the filing and/or approval of ANDAS or paper NDAs. It does not
prevent the filing or approval of a second full NDA. Applications qualifying
for periods of exclusivity are:
(l) A new drug application approved between January l, 1982,
and September 24, 1984, for a drug product all active
ingredients (including any ester or salt of the active
ingredient) of which had never been approved in any other
application. Approval of an ANDA or paper NDA for the same
drug may not be made effective for a period of ten years
from the date of tÃ±e approval of the original aOOTication.



(2)
(3)
(4)
(5)
A new drug application approved after September 24, 1984,
for a drug product all active ingredients (including any
ester or salt of the active ingredient) of which had never
been approved in any other new drug application.
Generally, no subsequent ANDA or paper NDA for the same
drug may be submitted for a period of five years from the
date of approval of the original application, except that
such an application may be submitted after four years if it
contains a certification that a patent claiming t e rug is
invalid or will not be infringed by the product for which
approval is sought.
A new drug application approved after September 24, 1984,
for a drug product involving an active ingredient
(or any ester or salt of that active ingredient) that has
been approved in an earlier new drug application and which
includes reports of new clinical investigations (other than
bioavailability studies). Such investigations must have
been conducted or sponsored by the applicant or for which
the applicant had a right of reference, and the
investigations must have been essential to approval of the
application. If these requirements are met, the approval
of a subsequent ANDA or paper NDA may not be made effective
for the same drug before the expiration of three years from
the date of approval of the original applicatio .
A supplement to a new drug application approved after
September 24, 1984, which contains reports of new clinical
investigations (other than bioavailability studies)
essential to the approval of the supplement and conducted
or sponsored by the applicant or to which the applicant had
a right of reference. The approval of a subsequent
application for a change approved in the supplement may not
be made effective for three years from the date of approval-
of the original supplement.
A new drug application (or supplement to a new drug
application) approved during the period from
January l, 1982, to September 24, 1984, which includes an
active ingredient (including any ester or salt of the
active ingredient) that has been approved in another
application. The approval of a subsequent application for
the drug or a significant change made in a supplement may
not be made effective for twg years from September 24, 1984.



The Act required approved new drug applications to be supplemented with the
required patent information by October 24, 1984. Patent information must now
be filed with all newly submitted drug applications, and no NDA may be
approved after September 24, l984, without the pertinent patent information.
T e patent numbers and the expiration dates of any appropriate product or use
patent on a marketed drug that is the subject of an approved NDA will be
published in the APDP. Patent information on unapproved applications or on
patents beyond the scope (i.e., process or manufacturing) of the Act will not
e published.
The following explains how the APDP implements this.
Antibiotics, Insulin and Biologicals
Title I of the Act has been interpreted by the Agency not to include products
approved under sections 506 or 507 of the Federal Food, Drug and Cosmetic Act
(antibiotic and insulin products). Because of this, (l) antibiotic and
insulin products are not considered eligible for exclusivity protection, (2)
holders of approved applications for insulin and antibiotic products need not
submit the patent information as required of NDA application holders, and (3)
Antibiotic Form 6 sponsors are not required to provide the patent
certification statement which must be included in ANDAS.
However, Title II, the patent term restoration portion of the Act,
specifically addresses antibiotic, non-antibiotic, and human biological
products (as those terms are used in the Federal Food, Drug and Cosmetic and
Public Health Service Acts) in its provisions.
Bioavailability/Bioequivalence Requirements
The therapeutic equivalence evaluation codes in the APDP will enable firms to
determine whether in vitro and/or in vivo bioavailability/bioequivalence study
data must be incluÃ¤Ã«d with their ANDA suBmissions.
Currently, drugs approved prior to 1962 fall into three major biopharmaceutic
classes: (l) those which pose an actual or potential bioequivalence problem,
and for which demonstration of bioequivalence through in vivo testing and
acceptable dissolution performance is necessary; (2) tHOsÃ«-WÃ±ich pose an
actual or potential bioequivalence problem but for which an ig vivo study may
be waived if acceptable dissolution performance is demonstrated (tÃ±e list of
such drugs is provided under TABLE I); and (3) those which pose no actual or
potential bioequivalence problem and for which the only biopharmaceutic
requirement is demonstration of acceptable dissolution for solid oral dosage
forms.
All firms submitting an abbreviated new drug application for a single source
drug product or a drug product which was first approved after 1962 will be
required to demonstrate in vivo bioequivalence or else submit information
sufficient to permit the-Agency to waive demonstration of in vivo
bioequivalence. Manufacturers of drug products formulatedTTn Hosage forms
which do not present bioequivalence problems, such as an intravenous solution,
may request that the jg vivo bioequivalence requirement be waived.
AÂ3
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Before the passage of the Drug Price Competition and Patent Term Restoration
Act, the Agency approved various drugs with bioavailability/bioequivalence
problems and deferred the in vivo testing requirement for a number of
reasons. The new law requÃ¯Ã¯es information to show that the proposed ANDA drug
product is bioequiValent to the listed drug. Therefore, new applications for
drugs such as amitriptyline hydrochloride which formerly may have been
approved without an in vivo study now require an in vivo study as a condition
for approval under thÃ« new Act.
Topicals
ÐIn the absence of contrary data, FDA regarded all pharmaceutically equivalent
topical products of reÂ1962 (DESI) drugs to be therapeutically equivalent.
However, the Agency required that applicants for topical drug products
initially approved after 1962, including "paper NDAs," either demonstrate the
safety and efficacy of their products through clinical trials or through a
bioequivalence study in order to be approved and evaluated as therapeutically
equivalent.
The new Act requires applicants to demonstrate the bioequivalence of their
topical drug product to the listed drug as one of the requirements for ANDA
approval. This is the same policy that is presently being used in the
"paper NDA" approval process. The Agency is now reviewing the therapeutic
equivalence evaluation policy that has been made on the pre-1962 topical
products to determine whether a change in this policy is warranted. In the
meantime, an in vivo demonstration of bioequivalence will be required for
approval of aTT topical products unless a waiver or in vitro alternatives can
be justified by the applicant.
ÐžÐ¢Ð¡ Drug Products Eligible for Abbreviated New Drug Applications
Previous editions of the APDP excluded ÐžÐ¢Ð¡ drug products, because the main
purpose of that publication was to provide information to states regarding
FDAs recommendation as to which generic prescription drug products were
acceptable candidates for drug product selection. with the passage of the
Drug Price Competition and Patent Term Restoration Act of 1984, the Agency now
has the responsibility to publish an up-to-date list of all marketed drug
products, ÐžÐ¢Ð¡ as well as prescription, that have been approved for safety and
efficacy and for which new drug applications are required. There are some
drugs for which there are both approved and unapproved OTC drug products in
the market place. This situation occurs as a result of the Agency's current
ÐžÐ¢Ð¡ compliance policy which allows the marketing of various unapproved OTC
drug products pending the effective date of the applicable final OTC
monograph. The ÐžÐ¢Ð¡ products included in APDP cumulative supplement TABLE II
are limited to those for which approved applications are currently required as
a condition of marketing. Appropriate patent numbers, exclusivity
"information, and expiration dates are also included.
L â€žL _ <_.Y__â€žL.`v__A



NDA's Apsroved by the Office of Biological Research and Review Not Previously
u s e n t e APDP
All products accepted and approved under Section 505 of the Act as NDAs by the
Office of Biological Research and Review (OBRR) will now be published in the
APDP (see TABLE III). The application holder should have submitted relevant
patent and exclusivity information as for other NDA drug products. These
products will be listed drugs and ANDA applications may be submitted for
marketing of drugs from this group. Appropriate patent numbers, exclusivity
information, and expiration dates are also included.
Patent and Exclusivity Information
It was originally planned that TABLE IV of Cumulative Supplement 2 to the APDP
would contain patent and exclusivity information. Because some firms
submitted patent information in excess of that covered by the statute, FDA has
reviewed all of the patent information to assure that only appropriate patents
are listed. The patents that FDA regards as covered by the statutory
provisions for submission of patent information are those that claim the
active ingredient or ingredients or the drug product (excluding process
patents), or use patents for a particular indication or method of using the
product. The Agency has concluded that formulation/composition patents should
be added to the List.
A patent that claims a drug (as contrasted with one that claims a use) must
refer to an approved drug product. To ensure that only appropriate patents
are published, the Agency has an obligation to carefully screen the patent
information that is submitted by the NDA holder. Therefore the Agency is
asking all holders of approved applications and applicants with pending
applications, whether or not they previously submitted information on
composition or formulation patents, to submit such information with the
following certification: "The undersigned certifies that the drug or
formulation or composition of such drug claimed by the following patents is
currently approved under section 505 of the Federal Food, Drug and Cosmetic
Act." The certification must be signed by the patent holder or by the person
responsible for the NDA submission. The Agency intends to publish this
additional patent information in its next supplement to the List after the
information with the above described certification is received. The Agency
will continue its policy of not publishing process or chemical intermediate
patents.
The Agency is required by the law to publish all use patents, even if the use
has not been approved by the Agency. Therefore, the publication of a use
patent in TABLE IV in no way confers Agency approval on or implies that the
indication has been approved. TABLE IV contains patent numbers and expiration
dates and, for drug products approved after 198l, the date of approval and
application number as required by the Act.



Firms submitting ANDAs after September 24, l984, that certified that no patent
information had been filed should amend their applications, if patent
information now appears in this list.
TABLES II-IV now identify all drugs which qualify under the new statute for
periods of exclusivity. (See pages A-l & Ð-2 of the Addendum for an
explanation of exclusivity).
FDA has finished reviewing all patent and exclusivity information received
initially from interested parties. The Agency believes TABLES II-IV now
contain all appropriate patent and exclusivity information that the Agency
regards as being covered by the new statute. This table will be updated
monthly to include appropriate patent and exclusivity information. The
exclusivity information column in TABLES II-IV designates the date on which
the exclusivity ends and the basis for the exclusivity through the use of
codes as explained on pages A-7 and A-8.
FDA invites comments from all interested parties on whether it has excluded
any patent or exclusivity information that should have been included, or
included patent or exclusivity information that should have been excluded.
Any revisions to the list will be published in subsequent supplements.



DO TO SPACE LIMITATIONS IN THE EXCLUSIVITY COLUMNS OF TABLES I-IV THE
FOLLOWING ABBREVIATIONS HAVE BEEN DEVELOPED. PLEASE REFER BACK T0 THIS PAGE
FOR AN EXPLANATION OF THE EXCLUSIVITY ABBREVIATIONS FOUND IN THE TABLES.
ABBREVIATIONS
NC NEW COMBINATION
NCE NEW CHEMICAL ENTITY
NDF NEW DOSAGE FORM
NE NEW ESTER OR SALT OF AN ACTIVE INGREDIENT
NP NEW PRODUCT
NR NEN ROUTE
PP PARENTERAL IN PLASTIC CONTAINER
RTO PRESCRIPTION TO OTC STATUS CHANGE
NS NEN STRENGTH
D NEN DOSING SCHEDULE (SEE REFERENCE, BELOW)
l NEN INDICATION (SEE REFERENCE, BELOW)
REFERENCES
NEN DOSING SCHEDULE
ONCE A DAY APPLICATION
ONCE DAILY DOSING
SEVEN DAYS/SEVEN DAYS/SEVEN DAYS DOSING SCHEDULE
SEVEN DAYS/FOURTEEN DAYS DOSING SCHEDULE
TEN DAYS/ELEVEN DAYS DOSING SCHEDULE
SEVEN DAYS/NINE DAYS/FIVE DAYS DOSING SCHEDULE
BID DOSING
INTRAVENOUS, EPIDURAL AND INTRATHECAL DOSING
NARCOTIC OVERDOSE IN ADULTS
NARCOTIC OVERDOSE IN CHILDREN
POSTOPERATIVE NARCOTIC DEPRESSION IN CHILDREN
DUCUUUOUOUU
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|No|cAT|oNs
I-I SEVERE HYPERTENSION IN PEDIATRICS AND NON-MALIGNANT HYPERTENSION
IÂ2 DYSMENORRHEA
I-B TREATMENT 0F TINEA VERSICOLOR
IÂ4 SYMPTOMATIC GASTROESOPHAGEAL REFLUX
lÂ5 NEPHROTOMOGRAPHY
I~6 CONTRAST ENHANCEMENT IN CRANIAL COMPUTED TOMOGRAPHY
IÂ7 VENOGRAPHY OF LOWER EXTREMITIES
I-B WHOLE-BODY COMPUTED TOMOGRAPHY
IÂ9 GATED CARDIAC POOL IMAGING
I-IO POST-MYOCARDIAL INFARCTION
IÂII COLORECTAL SURGERY
IÂI2 NAUSEA AND VOMITING ASSOCIATED WITH EMETOGENIC CANCER CHEMOTHERAPY
IÂI3 CISPLATIN INDUCED EMESIS
IÂI4 DIABETIC GASTROPARESIS
IÂI5 POST-MYOCARDIAL INFARCTION
IÂI6 ACROMEGALY
IÂI7 PITUITARY TUMORS
IÂI8 POSTMENOPAUSAL OSTEOPOROSIS
IÂI9 ANTIDOTE FOR ACETAMINOPHEN OVERDOSAGE
I-2O CONGESTIYE HEART FAILURE BID DOSAGE SCHEDULE
IÂ2I ACUTE OTITIS MEDIA
IÂ22 EXERCISE INDUCED BRONCHOSPASMS
|Â23 MI OR STROKE
IÂ24 COMBINED USE WITH NICOTINIC ACID TO LOWER CHOLESTEROL LEVEL
IÂ25 BLASTOMYCOSES DERMATITIDES
|Â26 PEDIATRIC SUBARACHNOID VASCULAR
IÂ27 PETRIELLIDIUM BOYDII INFECTION
IÂ28 HEREDITARY ANGIOEDEMA
IÂ29 INTRACORONARY USE
IÂ3O PEDIATRIC USE j
IÂ3I DIRECT ISOTOPIC CYSTOGRAPHY
IÂ32 POSTPARTUM HEMORRHAGE
|Â33 USE IN METHODONE INDUCED RESPIRATORY DEPRESSION
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BIUAVAILABILITY ONLY IF PRODUCT FAILS T0 ACHIEVE ADEOUATE DISSOLUIIUN
ACETAMINOPHEN; ASPIRIN;
BUTALBITAL;
CAPSULE OR TABLET; ORAL
I60Â|65MG; |60ÂI65IVG; SOMG
ACETPMINOPHEN; ASPIRIN; BUTALBITAL
CAPSULE OR TABLET; ORAL
325Ðœ6; 325Ðœ6; 50Ðœ6
ACETAMINOPHEN; ASPIRIN;
BUTALBITAL; CAFFEINE
CAPSULE OR TABLET; ORAL
|60Â|65MG; I60ÂI65MG; SOI/G; 4OMG
ACETAMINOPHEN; ASPIRIN;
BUTALBITAL; CAFFEINE
CAPSULE OR TABLET; ORAL
325Ðœ6; 325Ðœ6; 50Ðœ6; 40W:`
ACETAMINOPHEN; BUTALBITAL
CAPSULE OR TABLET; ORAL
325; 50M;
650; 50h/G
ACETAMINOPHEN; BUTALBITAL;
CAFFEINE
CAPSULE OR TABLET; ORAL
325Ðœ6; 50i/IG; 4OMG
6SOMG; 5OÐœ6; lIOMG
AM I NOPHYLL INE
TABLET; ORAL
IOOMG
200MG
ASPIRIN; BUTALBITAL;
CAPSULE OR TABLET; ORAL
325; 50146
650; 50Ðœ6
ASPIRIN; BUTALBITAL, CAFFEINE
CAPSULE (Ð– TABLET; ORAL
3251Z6; 50Ðœ6; 4OMG;
65OMG; 5OMG; 4OMG;
ASPIRIN; CAFFEINE; CARISOPRODOL
TABLET; ORAL
I6OMG; 32MG; 200MG
ASPIRIN; CAFFEINE; CARISOPRODOL;
CODEINE PHOSPHATE
TABLET; ORAL
I6OMG; 32Ðœ6; 200Ðœ6; |Ð±Ðœ6
ASPIRIN; CARISOPRCDOL
TABLET; ORAL
325MG; 200MG
ASPIRIN; CARISOPRODOL; CODEINE
PHOSPHATE
325Ðœ6; 200Ðœ6; IOMG
ASPIRIN; IfPRÅ“ AMATE
TABLET; ORAL
325m; 200MG
ASPIRIN; BETHOCARBAMG..
TABLET; (RAL
525MB; 200MG
CHLOROTH IAZ IDE
TABLET; (RAL
250K;
ESTROGENS, CONJUGATED; BEPRCBAMATE
TABLET; ORAL
O.4MG; 200MG
OAMC; â€œIOOMG
HYDROXYZINE HYDROCHLORIDE
TABLET; ORAL
IIMG
25H6
SWIG
IOOMG
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TABLE II. OTC DRU@ PRODUCTS NHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF HARKlINÃŸ
ACETAMINOPHEN NEOPAP WEBCON PHARMS/ALCON 16-4OT
120MG (SUPPOSITORY; RECTAL) I1-07-68
ACETAMINOPHEN TYLENOL MCNEIL LABORATORIES 17Â756
650MG (SUPPOSITORY; RECTAL) 05-26-76
ACETAMINOPHEN TYLENOL MCNEIL LABORATORIES 17-756
120MG (SUPPOSITORY; RECTAL) 05-26-76
ACETAMINOPHEN ACEPHEN G AND W LABORATORIES 18-060
IZ0MG (SUPPOSITORY; RECTAL) 02-09-78
ACETAMINOPHEN ACEPHEN G AND W LABORATORIES 18-060
650MG (SUPPOSITORY; RECTAL) 02-09-78
ACETAMINOPHEN ACETAMINOPHEN UPSHER-SMITH LABS I8-337
650MG (SUPPOSITORY; RECTAL) 04-22-80
ACETAMINOPHEN ACETAMINOPHEN UPSHER-SMITH LABS 18-337
120MG (SUPPOSITORY; RECTAL) 09-I2-83
ALUMINUM HYDROXIDE; MAGNESIUM GAVISCON MARION LABORATORIES 18-685 NP
TRISILICATE (TABLET, CHENABLE; ORAL) 12-09-83 09-24-86
B0MG; 20MG
ALUMINUM HYDROXIDE; MAGNESIUM GAVISCON-2 MARION LABORATORIES 18-685 NP
TRISILICATE (TABLET, CHENABLE; ORAL) 12-09-83 09-24-86
160MG; 40MG
BR0MPHENIRAMINE MALEATE DIMETANE AH ROBINS 10-799 RTO
BMG (TABLET , coNTRoLLED 06-10-83 09-24.36
RELEASE; ORAL)
BR0MPHENIRAMINE MALEATE DIMETANE AH ROBINS 10-799 RTO
I2MG (TABLET, CONTROLLED 06-10-83 09-24-86
RELEASE; ORAL)
BR0MPHENIRAMINE MALEATE; DIMETAPP AH ROBINS 12-436
PHENYLPROPANOLAMINE (TABLET, CONTROLLED 04-02-84
HYDROCHLORIDE RELEASE; ORAL)
T2MG; 75MG
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TABLE II. OTC DRUG PRODUCTS NHICH CURRENTLY REOUIRE APPROVED APPLICATIONS AS A CONDITION OT MARKETING
APPLI NT NAME NDA NO. PATENT N0. EX L IVITY
APPR VAL DATE EXP. DATE EXP. DATE
ACTIVE INQREDIENTIS) TRADE NÐÐœÐ•
$Ð¢Ð’Ð•NÐ•Ð¢Ð151
(DOSAQE FORM; ROUTE)
CHLORPHENIRAMINE MALEATE; COLD CAPSULE V DM GRAHAM LABS TB-794
PHENYLPROPANOLAMINE (CAPSULE, CONTROLLED 04-23-85
HYDROCHLORIDE RELEASE; ORAL)
BMG; 75MB
CHLORPHENIRAMINE MALEATE; PHENYLPROPANOLAMINE HCL CENTRAL PHARMS l8-809
PHENYLPROPANOLAMINE W/ CHLORPHENIRAMINE 05-07-84
HYDROCHLORIDE MALEATE
BMG; 75MG (CAPSULE, CONTROLLED
RELEASE; ORAL)
CHLORPHENIRAMINE MALEATE; TRIAMINIC-IZ DORSEY LABS/SANDOZ 18-115
PHENYLPROPANOLAMINE (TABLET, CONTROLLED 07-23-81
HYDROCHLORIDE RELEASE; ORAL)
l2MG; 75MG
CHLORPHENIRAMINE MALEATE; COLD CAPSULE IV DM GRAHAM LABS 18-793
PHENYLPROPANOLAMINE (CAPSULE, CONTROLLED 04-25-85
HYDROCHLORIDE RELEASE; ORAL)
T2MG; 75MG
CHLORPHENIRAMINE MALEATE; CHLOR-TRIMETON SCHERING l8-397
PSEUDOEPHEDRINE SULFATE (TABLET, CONTROLLED 03-31-81
8MS; l20MG RELEASE; ORAL)
CHLORPHENIRAMINE MALEATE; PSEUDOEPHEDRINE HCL/ DM GRAHAM LABS 18-844
PSEUDOEPHEDRINE HYDROCHLORIDE CHLORPHENIRAMINE 03-20-85
Ð²Ð½G; 120MB MALEATE
(CAPSULE, CONTROLLED â€˜
RELEASE; 0RAL)
CHLORPHENIRAMINE MALEATE; PSEUDOEPHEDRINE HCL/ DM GRAHAM LABS 18-843
PSEUDOEPHEDRINE HYDROCHLORIDE CHLORPHENIRAMINE 03-l8-85
I2MG; 120ÐœG MALEATE
(CAPSULE, CONTROLLED
RELEASE; ORAL)
CHLORPHENIRAMINE MALEATE; CODIMALÂL.A. 12 CENTRAL PHARMS 18-935
PSEUDOEPHEDRINE HYDROCHLORIDE (CAPSULE, CONTROLLED 04-15-85
T2MG; I20MG
RELEASE; ORAL)
I1-3
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TABLE II. OTC DRUG PRODUCTS NHICM CURRENTLY REOUIRE APPROVED APPLICATIONS AS A CONDITION OP MARKETING
ACTIVE IN REDIENT
STREN TH
INSULIN SUSPENSION, ISOPHANE,
BIOSYNTHETIC HUMAN
T00 UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
MIXED BEEF AND PORK
40 UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
MIXED BEEF AND PORK
100 UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
PURIFIED BEEF
100 UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK
10O UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK
10O UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK
100 UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK; INSULIN,
PURIFIED PORK
100 UNITS/ML
INSULIN SUSPENSION, PROTAMINE
ZINC, MIXED BEEF AND PORK;
40 UNITS/ML
INSULIN SUSPENSION, PROTAMINE
ZINC, MIXED BEEF AND PORK
T00 UNITS/ML
TRADE NAME
DAEFRMR R
HUMULIN N
(INJECTABLE; INJECTION)
NPH ILETIN I (BEEF-PORK)
(INJECTABLE; INJECTION)
NPH ILETIN I (BEEF-PORK)
(INJECTABLE; INJECTION)
NPH ILETIN II
(INJECTABLE; INJECTION)
INSULIN INSULATARD NPH
NORDISK
(INJECTABLE; INJECTION)
NPH ILETIN II (PORK)
(INJECTABLE; INJECTION)
NPH PURIFIED PORK
ISOPHANE INSULIN
(INJECTABLE; INJECTION)
INSULIN NORDISK MIXTARD
(PORK)
(INJECTABLE; INJECTION)
PROTAMINE, ZINC & ILETIN I
(BEEF-PORK)
(INJECTABLE; INJECTION)
PROTAMINE, ZINC & ILETIN I
(BEEF-PORK)
(INJECTABLE; INJECTION)
APPLICANT NAME
ELI LILLY
LILLY Ð²ÐµÐ· LABS nlV
LILLY REs LABS pIV
ELI LILLY
NoRoIsK
ELI LILLY
SQUIBÃŸ-Novo
NORDISK
ELI LILLY
ELI LILLY
NDA NO.
APPR VAL DATE
PATENT NO.
EXP. DATE
EXCLUSIVITY
EXP. DATE
18-781
10-28-82
17-936
02-08-77
17-936
02-08-77
18-479
06-12-80
18-194
01-16-80
18-345
12-05-79
18-623
07-30-81
18-195
01-16-80
17-932
02-08-77
17-932
02-08-77



I1-6
ACTIVE IN REDIENT
SIREN TH S
INSULIN SUSPENSION, PROTAMINE
ZINC, PURIFIED BEEF
40 UNITS/ML
INSULIN SUSPENSION, PROTAMINE
ZINC, PURIFIED BEEF
100 UNITS/ML
INSULIN SUSPENSION, PROTAMINE
ZINC, PURIFIED BEEF; INSULIN,
PURIFIED BEEF
100 UNITS/ML
INSULIN SUSPENSION, PROTAMINE
ZINC, PURIFIED PORK; INSULIN,
PURIFIED PORK
100 UNITS/ML
INSULIN ZINC SUSPENSION, BEEF
40 UNITS/ML
INSULIN ZINC SUSPENSION, BEEF
100 UNITS/ML
INSULIN ZINC SUSPENSION,
SEMISYNTHETIC PURIFIED HUMAN
100 UNITS/ML
INSULIN ZINC SUSPENSION,
EXTENDED, PURIFIED BEEF
100 UNITS/ML
INSULIN ZINC SUSPENSION,
EXTENDED, BEEF
T00 UNITS/ML
INSULIN ZINC SUSPENSION, PR0MPT,
BEEF
100 UNITS/ML
TRADE NAME
(DQSAQE FORM; RQUTE)
PROTAMINE ZINC INSULIN
(INJECTABLE; INJECTION)
PROTAMINE ZINC INSULIN
(INJECTABLE; INJECTION)
PROTAMINE ZINC AND
ILETIN II
(INJECTABLE; INJECTION)
PROTAMINE ZINC AND
ILETIN II(PORK)
(INJECTABLE; INJECTION)
LENTE INSULIN
(INJECTABLE; INJECTION)
LENTE INSULIN
(INJECTABLE; INJECTION)
NOVOLIN L
(INJECTABLE; INJECTION)
ULTRALENTE
(INJECTABLE; INJECTION)
ULTRALENTE INSULIN
(INJECTABLE; INJECTION)
SEMILENTE INSULIN
(INJECTABLE; INJECTION)
APPLICANT NAME
ER SQUIBB AND SONS
ER SQUIBB AND SONS
ELI LILLY
ELI LILLY
SQUIBB-NoVo
SQUIBB-Novo
SQUIBB-NoVo
SQUIBB-NoVo
SQUIBB-NoVo
SQUIBB-NoVo
NDAN.
APPR VAL DATE
17-928
02-08-77
17-928
02-08-77
18-476
06-12-80
18-346
12-05-79
17-998
02-08-77
17-998
02-08-77
18-777
08-30-83
18-385
03-17-80
17-997
02-08-77
17-996
02-08-77
Ð•Ð¥ L IVITY
TABLE II. OTC DRUG PRODUCTS NHICH CURRENTLY REQUIRE APPRQVED APPLICATIONS AS A CQNDITION QF MARKETINQ



TABLE II. T DR PR D CT NHT Ð RRENTLY RE IRE APPR VEO APPLI ATI N A A NDITI N OF MARXETIN
STRENGTHIS) D A E F RMâ€™ R TE APPR VAL DATE EXP. DATE EXP. DATE
INSULIN ZINC SUSPENSION, PR0MPT, SEMILENTE SQUIBB-NOVO 18-382
PURIFIED PORK (INJECTABLE; INJECTION) 03-Ð¢7-80
100 UNITS/ML
INSULIN ZINC SUSPENSION, LENTE ILETIN II ELI LILLY 18-477
PURIFIED BEEF (INJECTABLE; INJECTION) 06-12-80
100 UNITS/ML
INSULIN ZINC SUSPENSION, LENTARD SQUIBB-NOVO 18-384
PURIFIED BEEF AND PORK (INJECTABLE; INJECTION) 03-17-80
100 UNITS/ML
INSULIN ZINC SUSPENSION, LENTE ILETIN II (PORK) ELI LILLY Â 18-347
PURIFIED PORK (INJECTABLE; INJECTION) 12-05-79
100 UNITS/ML
INSULIN ZINC SUSPENSION, LENTE SQUIBB-NOVO 18-383
PURIFIED PORK (INJECTABLE; INJECTION) O3-17-80
T00 UNITS/ML
INSULIN, SEMISYNTHETIC NOVOLIN R SQUIBB-NOVO 18-778
PURIFIED HUMAN (INJECTABLE; INJECTION) 08-30-83
100 UNITS/ML
INSULIN, BIOSYNTHETIC HUMAN HUMULIN R ELI LILLY 18-780
T00 UNITS/ML (INJECTABLE; INJECTION) 10-28-82
INSULIN, PORK INSULIN SQUIBB-NOVO 17-926
40 UNITS/ML (INJECTABLE; INJECTION) 02-08-77
INSULIN, PORK INSULIN SQUIBB-NOVO 17-926
TOO UNITS/ML (INJECTABLE; INJECTION) 02-08-77
INSULIN, PURIFIED BEEF REGULAR ILETIN II ELI LILLY 18-478
100 UNITS/ML (INJECTABLE; INJECTION) 06-12-80
INSULIN, PURIFIED PORK INSULIN NORDISK QUICK NORDISK INSULIN LABS 18-193
T00 UNITS/ML (PORK) 0TÂ16-80
(INJECTABLE;INJECTION)



8-11
98-72-60
018
98-72-60
018
98-72-60
018
98-72-60
3ON
98Â7Z Â60
3ON
B1VD `0XB
XL101 1 XI
98-91-10
802-61
28-92-11
986-11
28-92-11
986-1l
61-51-10
l76-Ll
28-71-01
voo-e l
28-61-20
lSS-8l
61-60-11
108-81
88-10-70
889-81
98-82-10
S90-Ã¶l
OB-L I-E O
IB2-8l
61-90-21
778-81
B1VD T VA DddV
' N VDN

38031138 5Ð900880Ð

38031138 5Ð9008808

38031138 5Ð900880Ð¯

38031138 5Ð900880Ð—
XBBN7
531801780871 3N7Ñ…08

Ð-3/5871 337117"
N0117808803 IT A
oAow-ee lnos
onoN-ee lnos
A33IT  113
BNVN IN1 110dV
(1780 53105873)
0331139
(1780 5131871)
0331139
(1780 5808AS)
0331139
(1780 53573138
0311081N03 â€˜3105873)
â€˜7'5 0337005
(1780 t III1871)
I7SOI
(1780 tNOIIT I105)
301001 N01SS71O8
(1780 1131871)

03O18-O8ÐÐI

(17NI97Ð 539NO85I

Ð9001
(NOI1330NI t31B71D30NII
N NI10AON
(NOI1330NI 531871330NI)
NI30$NI 88O8
O3I31808 8710938
(N011330NI t31B71D30NII
(88O8I II NII31I 8710938
B L  D0D3B1D
BN1N BO1D1
985'2 t9809

3OI8O1Ð3O8OÐÐ 3NI011088181

t3OI8O1Ð3O8OÐÐ 3N18O3H83000358
98S'Z  t9809

301801Ð3080ÐÐ 3NI011088181

t3OI8O1Ð3O8OÐÐ 3N18O3H8300035d
1NS/9852'1 t3NS/DN08

301801Ð3080ÐÐ 3NI011088181

53OI8O1Ð3O8OÐÐ 3NI803Ð83000358
98021

301801Ð308OAÐ 3NI803Ð83000358
98081
301001 N0ISS71Od
1N/891
301001 801557108
98081
301001 801557108
N9(
6T10NAXONON
T N/5IIN0 001
N7N0H 03131808

â€˜3113Ð1NAS1835 â€˜3N7Ð8OS1
â€˜NOISN38505 NlinsNI
T8/5IIN0 001
8808 03131808 â€˜NI10SNI
T N/SIIN0 001
8808 03131808 â€˜NI10SNI
HI9NT D15
1111031030001 B01111
3NI1B0D10 3 N 111DN VÂ V N 1113110dV DBA0D0dV BD1O B0 X1L NBDD H11H0 1 D N0 DD 10 'II BT811



T ABL E II.  OT C DRUG PRODUCT S NHICH CURRE NT L Y RE OUIRE APPROVE D APPL ICAT IONS AS A CONDIT ION OF MARKE T ING
ACT IVE INGRE DIE NT S
ST RE NGT H S
PSE UDOE PHE DRINE HYDROCHL ORIDE;
T RIPROL IDINE HYDROCHL ORIDE
30MG/SML; I. 25MG/5ML
PSE UDOE PHE DRINE HYDROCHL ORIDE;
T RIPROL IDINE HYDROCHL ORIDE
Ã“ OMG; Z .5MG
PSE UDOE PHE DRINE HYDROCHL ORIDE;
T RIPROL IDINE HYDROCHL ORIDE
GOMG; 2.5MG
PSE UDDE PHE DRINE HYDROCHL ORIDE;
T RIPROL IDINE HYDROCHL ORIDE
3OMG/5ML; T .25MG/5ML
PSE UDOE PHE DRINE HYDROCHL ORIDE;
T RIPROL IDINE HYDROCHL ORIDE
3ONG/SML; I. 25MG/5ML
PSE UDOE PHE DRINE HYDROCHL ORIDE;
T RIPROL IDINE HYDROCHL ORIDE
bOMG; 2.5MG
PSE UDDE PHE DRINE HYDROCHL ORIDE;
T RIPROL IDINE HYDROCHL ORIDE
Ð±Ð¾ ÐœÐ±; 2.5MG
PSE UDDE PHE DRINE HYDROCHL ORIDE;
T RIPROL IDINE HYDROCHL ORIDE
Ã“0MG; 2.5MG
PSE UDOE PHE DRINE HYDROCHL ORIDE;
T RIPROL IDINE HYDROCHL ORIDE
30MG/5ML; 1.25MG/5ML
PSE UDDE PHE DRINE SUL FAT E
T20MG
T RADE NAME
(DOSAGE FORM; ROUT E)
AL L E RBAN PL US
(SYRUP; ORAL)
T R1-SUDO
(T ABL E T; ORAL)
T RIPODRINE
(T ABL E T; ORAL)
T RIOFE D
(SYRUP; ORAL)
T RIPOSE D
(SYRUP; ORAL)
T RIPROL IDINE HCL
AND PSE UDOE PHE DRINE HCL
(T ABL E T; ORAL)
T RIPOSE D
(T ABL E T; ORAL)
T RIPROL IDINE AND
PSE UDOE PHE DRINE
(T ABL E T; ORAL)
T RIPOSE D
(SYRUP; ORAL)
AFRINOL
(T ABL E T,  CONT ROL L E D
RE L E ASE; ORAL)
APPL ICANT NAME
BAY L ABORAT ORIE S
MD PHARMACE UT ICAL
DANBURY PHARMACAL
NAT L PHARM MFG/BARRE
HAL SE Y DRUG
CHE L SE A L ABORAT ORIE S
HAL SE Y DRUG
BOL AR PHARMACE UT ICAL
HAL SE Y DRUG
SCHE RING
NDA NO.  PAT E NT NO.
APPROVAL DAT E E XP.  DAT E
88-ll6
03-04-83
85-024
01-10-84
88-112
01-20-83
88-115
03-04-83
88-213
03-30-84
88-118
01-26-84
88-192
05-01-84
88-318
01-13-84
88-213
05-01-84
lBÂT9T
T0-30-80
E XCL USIVIIY
Ð¨
RT O
09-24-86
RT O
09-24-86
RT O
09-24-86
RT O
09-24-86
RT O
09-24-86
RT O
09-24-86
RT O
09-24-86
RT O
09-24-86
RT O
09-24-86
I1-9



I1-10
ACTIVE INGREDIENTLS)
STRENGTHlS)
TIOCONAZOLE
1%
TRIPROLIDINE HYDROCHLORIDE
2.5MG
TRIPROLIDINE HYDROCHLORIDE
2.5MG
TRIPROLIDINE HYDROCHLORIDE
2.5MG
TRIPROLIDINE HYDROCHLORIDE
2.5MG
TRIPROLIDINE HYDROCHLORIDE
1.25MG/5ML
TRIPROLIDINE HYDROCHLORIDE
l.25MG/5ML
TRIPROLIDINE HYDROCHLORIDE
l.25MG/5ML
TRIPROLIDINE HYDROCHLORIDE
1.25MG/5ML
TRADE NAME
D A E T RMâ€™ R TE
TROSYD
(CREAM; TOPICAL)
ACTIDIL
(TABLET; ORAL)
TRIPROLIDINE HCL
(TABLET; ORAL)
TRIPROLIDINE HCL
(TABLET; ORAL)
TRIPROLIDINE HCL
(TABLET; ORAL)
ACTIDIL
(SYRUP; ORAL)
BAYIDYL
(SYRUP; ORAL)
TRIPROLIDINE HCL
(SYRUP; ORAL)
TRIPROLIDINE HCL
(SYRUP; ORAL)
APPLICANT NAME
PFIZER CEN RES/PFIZR
BURROUGHS WELLC0ME
BOLAR PHARMACEUTICAL
DANBURY PHARMACAL
DRUMMER/PHOENIX
BURROUGHS WELLC0ME
BAY LABORATORIES
NATL PHARM MFG/BARRE
PHARMS ASSOC/BEACH
NDA NO.
Ð¨
18-682
02-18-83
11-110
04-14-58
84-453
02-06-76
85-094
02-07-77
85-610
03-21-78
11-496
07-24-58
87-963
01-18-83
85-940
07-13-79
87-514
02-10-82
Ð¨
Ð¨
4062966
12-13-94
EXCLUSIVITY
Ð¨
NCE
02-18-93
RTO
09-24-86
RTO
09-24-86
RTO
09-24-86
RTO
09-24-86
RTO
09-24-86
RTO
09-24-86
RTO
09-24-86
RTO
09-24-86
TABLE II. OTC DRUG PRODUCTS NHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION QT MARKETINQ



T ABL E III.  NDA'S APPROVE D BY T HE OFFICE OF BIOL OGICAL RE SE ARCH AND RE VIE N NOT PRE VIOUSL Y PUBL ISHE D
ACT IVE INGRE DIE NT(S)
ST RE NQT HIS)
ANT ICOAGUL ANT CIT RAT E DE XT ROSE
SOL UT ION USP
ANT ICOAGUL ANT CIT RAT E DE XT ROSE
SOL UT ION USP
ANT ICOAGUL ANT CIT RAT E DE XT ROSE
SOL UT ION USP
ANT ICOAGUL ANT CIT RAT E DE XT ROSE
SOL UT ION USP
ANT ICOAGUL ANT CIT RAT E
PHOSPHAT E DE XT ROSE ADE NINE-T
SOL UT ION
ANT ICOAGUL ANT CIT RAT E PHOSPHAT E
DE XT ROSE ADE NINE SOL UT ION
ANT ICOAGUL ANT CIT RAT E PHOSPHAT E
DE XT ROSE ADE NINE SOL UT ION
ANT ICOAGUL ANT CIT RAT E PHOSPHAT E
DE XT ROSE ADE NINE SOL UT ION
ANT ICOAGUL ANT CIT RAT E
PHOSPHAT E DE XT ROSE SOL UT ION USP
ANT ICOAGUL ANT CIT RAT E
PHOSPHAT E DE XT ROSE SOL UT ION
USP
ANT ICOAGUL ANT CIT RAT E PHOSPHAT E
DE XT ROSE SOL UT ION USP
ANT ICOAGUL ANT CIT RAT E PHOSPHAT E
DE XT ROSE SOL UT ION USP
ANT ICOAGUL ANT CIT RAT E PHOSPHAT E
DE XT ROSE SOL UT ION USP
ANT ICOAGUL ANT CIT RAT E PHOSPHAT E
DE XT ROSE SOL UT ION USP
T RADE NAME
(DOSAGE FORM; ROUT E)
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
APPL I ANT NAME
CUT T E R BIOL/MIL E S
DE L ME D
T RAVE NOL L ABS
T RAVE NOL L ABS
CUT T E R BIOL/MIL E S
DE L ME D
T E RUMO AME RICA
T RAVE NOL L ABS
CUT T E R BIOL/MIL E S
CUT T E R BIOL/MIL E S
DE L ME D
T E RUMO AME RICA
T RAVE NOL L ABS
T RAVE NOL L ABS
III-T
E XCL USIVIT Y
E XP.  DAT E
NDA NQ.  PAT E NT NO.
APPR VA DAT E E XP.  DAT E
T O-T OZ
T Z-T4-Ã´l
T T Â912
9-2-59
T O-855
06-T T-59
16-918
3Â17Â78
80-77
T T-6-80
78-5T9
4-23-80
82-528
T T-3-82
77-420
5-12-78
T6-527
6-22-70
80-222
8-23-82
T6-907
5-15-73
78-T2Tl
6ÂT0Â8T
17-4OT
12-6-77
Bl-T OT Z
6-28Â83



III-2
ACT IVE INQRE DIE NT Â§SI
ST RE NQT H(S)
ANT ICOAGUL ANT CIT RAT E PHOSPHAT E
DE XT ROSE SOL UT ION USP W IT H:
AS-I:  DE XT ROSE USP 2.2GM/100ML,
SODIUM CHL ORIDE USP 0.9GM/100ML,
MANNIT OL USP 0.7SGM/100ML,
ADE NINE 0.27GM/100ML
ANT ICOAGUL ANT CIT RAT E PHOSPHAT E
DOUBL E DE XT ROSE SOL UT ION W IT H:
AS-Z: CIT RIC ACID USP
0.4Z GM/100ML,  DIBASIC SODIUM
PHOSPHAT E USP 0.28SGM/100ML,
SODIUM CHL ORIDE USP 0.718
GM/1O0ML,  ADE NINE 0.017GM/100ML,
DE XT ROSE USP 0.396GM/100ML,
SODIUM CIT RAT E USP 0.588GM/100ML
ANT ICOAGUL ANT CIT RAT E PHOSPHAT E
DOUBL E DE XT ROSE SOL UT ION W IT H:
AS-3: CIT RIC ACID USP 0.042
GM/1OOML,  MONOBASIC SODIUM
PHOSPHAT E USP 0.2766M/100ML,
SODIUM CHL ORIDE USP 0.410
GM/IOOML,  ADE NINE 0.30
GM/T00ML,  DE XT ROSE USP 1.10
GM/'IOOML,  SODIUM CIT RAT E USP
0.588GM/100ML
ANT ICOAGUL ANT HE PARIN SOL UT ION
USP
ANT ICOAGUL ANT HE PARIN SOL UT ION
USP
ANT ICOAGUL ANT SODIUM CIT RAT E
SOL UT ION USP
ANT ICOAGUL ANT SODIUM CIT RAT E
SOL UT ION USP
ANT ICOAGUL ANT SODIUM CIT RAT E
SOL UT ION USP
ANT ICOAGUL ANT SODIUM CIT RAT E
SOL UT ION USP
ANT ICOAGUL ANT SODIUM CIT RAT E
SOL UT ION USP
T RADE NAME
(QQSAGE FORM; ROUT E)
AosoL R RE D c E L L
PRE SE RVAT ION soL UT IoN
(INJE CT ABL E;
INJE CT ION)
AS-2 NUT RICE L ADIT IVE
SYST E M
(INJE CT ABL E;
INJE CT ION)
AS-3 NUT RICE L ADDIT IVE
SYST E M
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
APPL ICANT NAME
T RAVE NOL L ABS
CUT T E R BIOL/MIL E S
CUT T E R BIOL/MIL E S
DE L ME D
T RAVE NOL L ABS
AL PHA T HE RAPE UT IC
CUT T E R BIOL/MIL E S
DE L ME D
T E RUMO AME RICA
T RAVE NOL L ABS
NOA NQ.  PAT E NT NQ.
APPR VAL DAT E E XP.  DAT E
81Â1104
5Â16-83
82-915
9-22-83
82-915
10-19-84
77-822
5-17-78
81-1217
5Â16-83
81-416
10Â12Â83
76Â305
6Â30-78
16-702
12-28-70
78-1214
2-8-80
77-923
1-20Â78
E XQL USIVIT Y
E XP.  DAT E
NDA'S APPROVE D BY T HE OFFICE OF BIOL OGICAL RE SE ARCH AND RE VIE W  NOT PRE VIOUSL Y PUBL ISHE D
T ABL E III.



T ABL E III.  NDA'S APPROVE D BY T HE OFFICE OF BIOL OGICAL RE SE ARCH AND RE VIE N NDT PRE VIOUSL Y PUBL ISHE D
ACT IVE INGRE DIE NT IS)
ST RE NGT HIS)
DE XT RAN 40.  T0%
T OGM/100ML IN
DE XT ROSE 5%
SGM/100ML
DE XT RAN 40,  10%
T OGM/1O0ML IN
SODIUM CHL ORIDE
0.9GÐœ/100ML
DE XT RAN 75,  6%
BGM/100ML IN
DE XT ROSE 5%
SGM/100ML
DE XT RAN 75.  6%
BGM/1O0ML IN
SODIUM CHL ORIDE
0.9GM/T O0ML
DE XT RAN 75,  6%
Ã´GM/1OOML IN
SODIUM CHL ORIDE
0.9GM/1O0ML
DE XT RAN 40,  10%
T OGM/1O0ML IN
DE XT ROSE 5%
SGM/100ML
DE XT RAN 40,  I0%
lOGM/1O0ML IN
SODIUM CHL ORIDE
O.9GM/100ML
DE XT RAN 7o ,  6x
Ã³GM/IO0ML IN
SODIUM CHL ORIDE
0.9GM/100ML
DE XT RAN 40,  10%
T OGM/1O0ML IN
DE XT ROSE 5%
SGM/1O0ML
DE XT RAN 40,  10%
T OGM/100ML IN
SODIUM CHL ORIDE
0.96M/1O0ML
0.9%
0.9%
0.9%
0.9%
0.9%
0.9%
T RADE NAME
(DOSAGE FORM; ROUT E)
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
APPL ICANT NAME
ABBOT T L ABORAT ORIE S
ABBOT T L ABORAT ORIE S
ABBOT T L ABORAT ORIE S
ABBOT T L ABORAT ORIE S
ABBOT T L ABORAT ORIE S
AME RICAN MCGAN
AME RICAN MCGAN
AME RICAN MCGAW
CUT T E R BIOL/MIL E S
CUT T E R BIOL/MIL E S
E X L IVIT Y
E XP.  DAT E
NDA NQ.
APP VA AT
PAT E NT NQ.
E XP.  DAT E
16-375
7-25-67
16-375
7-25-67
a-e ie
3-31-53
I
8-819
3-31-53
18Â253
2-4-83
16-767
4-6-70
16Â767
4-6-70
9-024
8-T8-69
16-653
9-23Â69
16-653
9-23-69
III-3
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TABLE III. NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEN NOT PREVIOUSLY PUBLISHED
ACTIVE INQREDIENT(Â§)
STRENQTHISI
DEXTRAN 40, 10%
TOGM/TOOML IN
DEXTROSE 5%
SGM/TOOML
DEXTRAN 40, T0%
I0GM/100ML IN
SODIUM CHLORIDE 0.9%
O.9GM/TO0ML
DEXTRAN 40, 10%
lOGM/TOOML
DEXTROSE 5%
SGM/TOOML
DEXTRAN 40, 10%
lOGM/TOOML IN
SODIUM CHLORIDE 0.9%
O.9GM/TOOML
DEXTRAN 75, 6%
Ã´GM/TOOML IN
SODIUM CHLORIDE 0.9%
O.9GM/TOOML
DEXTRAN 75, 6%
INVERTED SUGAR l0%
GGM/TOOML;lOGM/IOOML
IN SODIUM CHLORIDE 0.9%
0.9GM/TOOML
HETASTARCH, 6%
6GM/TO0ML IN
SODIUM CHLORIDE 0.9%
0.9GM/TOOML
PROPIOLACTONE 99%
99GM/IOOML
UROKINASE
5000 IU/VIAL
UROKINASE
250,000 IU/VIAL
UROKINASE
250.000 IU/VIAL
TRADE NAME
(DOSAGE Ð Ð•Ð—ÐšÐ˜ ; ÐÐ©ÐŸÐ«
GENTRANR 40
(INJECTABLE; INJECTION)
GENTRANR 40
(INJECTABLE; INJECTION)
GENTRANR 40
(INJECTABLE; INJECTION)
GENTRANR 40
(INJECTABLE; INJECTION)
GENTRANR 75
(INJECTABLE; INJECTION)
6% GENTRANR 75 ANO
10% TRAVERTR
(INJECTABLE; INJECTION)
HESPANR
(INJECTABLE; INJECTION)
BETAPRONE
(SOLUTION; CHEMICAL
STERILIZING AGENT)
ABBOKINASE OPEN-CATHETER
(INJECTABLE; INJECTION)
ABBOKINASE
(INJECTABLE; INJECTION)
BREOKINASE
(INJECTABLE; INJECTION)
APPLICANT NAME
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
AM CRITICAL CARE
ONEAL JONESBFELDMAN
ABBOTT LABORATORIES
ABBOTT LABORATORIES
STERLING DRUG
NDA N . PATENT N .
APPR VAL DATE EXP. DATE
16-628
TT-4-68
16-628
TT-4-68
84-619
2-22-85
84-620
2-22Â85
16-889 3523938
7-17-72 8-11-87
TT-657
9-TT-59
76-102)
12-15-83
76-T021
7Â3IÂ78
17-873
8-28-79
EX L IVITY
EXP. DATE
NS
09-24-86
I-29
09-24-86
III-5



NO TEXT ON PAGE
This page does not contain any text recoverable by the OCR engine. 



TABLE IV.
NDA'S APPROVED FROM 1-I-BZ TO 5-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTHIS)
ACEBUTOLOL HYDROCHLORIDE
EQ 200MG BASE
ACEBUTOLOL HYDROCHLORIDE
EQ A00MG BASE
ACETAMINOPHEN; PENTAZOCINE HYDROCHLORIDE
650MG; EQ 25MG BASE
ACETIC ACID, GLACIAL
2S0MG/1O0ML
ACETOHYDROXAMIC ACID
2S0MG
ACYCLOVIR
5%
ACYCLOVIR
200MG
ACYCLOVIR SODIUM
EQ 500MG BASE/VIAL
ALBUTEROL
0.09MG/INH
ALBUTEROL
0.09MG/INH
TRADE NAME APPLICANT NAME
DOSAGE FORM' ROUTE
SECTRAL IVEs LABS/AMHo
(CAPSULE; ORAL)
SECTRAL
IVES LABS/AMHO
(CAPSULE; ORAL) .
TALACEN
(TABLET; ORAL)
STERLING DRUG
ACETIC ACID 0.25% TRAVENOL LABS
IN PLASTIC CONTAINER
(SOLUTION; URETHRAL)
LITHOSTAT URO-RESEARCH
(TABLET; ORAL)
ZOVIRAX BURROUGHS WELLC0ME
(OINTMENT; TOPICAL)
ZOVIRAX BURROUGHS WELLC0ME
(CAPSULE; ORAL)
ZOVIRAX BURROUGHS WELLC0ME
(INJECTABLE; INJECTION)
PROVENTIL SCHERING
(AEROSOL; INHALATION)
VENTOLIN GLAXO
(AEROSOL; INHALATION)
NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
15-917 3726919 NcE
12-28-84 04-10-90 12428-89
3857952
12-31-91
18-917 3725919 NCÐ•
12-28-84 04-10-90 12-28-89
3857952
12-31-91
18-458 4105659 NC
09-23-82 08-08-95 09-24-86
1Ð²-523
02-19-82
18-749 NCÐ•
05-31-83 05-31-93
18-504 4199574 NCÐ•
03-29-82 04-22-97 03-29-92
18-828 4199574 NCE
01-25-85 04-22-97 03-29-92
18-503 4199574 NCÐ•
10-22-82 04-22-97 03-29-92
17-559 3544353 . 1-22
05-01-81 02-22-89 09-24-86
3705233
12-05-89
18-473 3644353
05-01-81 02-22-89
3705233
12-05-89
IV-I



ZÂAI
78-82-60 (1780 1131871) 98ÐžOÐ•
118-81 1737887Ð8 1808N70 10NI8080117 10NI8080117
78-82-60 (1780 t131871) 98001
288-81 1737887Ð8 1808N70 10NI8080117 10NI8080117
78-82-60 (1780 t131871â€º ÑNO08
981-81 531801780871 73513Ð3 10NI8080117 10NI8080117
78-82-60 (1780 t131871) 08001
981-81 531801780871 73513Ð3 10NI8080117 10NI8080117
78-91-11 (1780 t131871) .owooe
172-81 173110337Ð¸87Ð½8 87108 10NI8080117 10NI8080117
08-91-11 (1080 5131801) 911001
. l7Z-Bl 'I7DIUBUVNZI7Hd Ð¨ÐŸÐžÐ TONIUndOTl7 TONIHOdOTT7
26-71-21 96-10-11 28-71-21 (1731801 tÐ¸7383) 090 0
33N 1017217 101-81 9NI83Ð35 88307Ð 317N01808810 3NOS713801317
26-71-21 96-10-11 28-71Â21 (1731801 5IN381NI0) 190 0
33N 1017217 201-81 9N183Ð35 88307Ð 317N01808810 3NOS013801310
20-21-20
8016677
68-90-21
8829018
68-22-20 88-61-10 (1780 180815) TN9/3578 982 03
8987798 290-81 9NI83Ð35 111N3Ð088 3173105 108310817
68-90-21
8829018
98-72-60 68-22-20 28-10-90 (1780 1131871) 3578 9Ð¸7 03
3N 8987798 898-11 ÑÐ¸183Ð½Ñ5 111N3Ð088 . 3173105 108310817
68-90-21
i. 8829018
98-92-60. 68-22-20 28-10-90 (1780 t131871) 3578 ÑÐºÐ· 03
3N 8987798 898-11 9NI83Ð½35 111N3Ð088 3173105 108310817
NOILVNDOINI ALIAISOT3XI DNV INIIVd BLVIDdODddV HIIM ÐœDN DNV SB-LC-S OI 2B-1-1 NODI DIAODddV SlVDN 'AI 11B-VI



T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 T O 5-31-85 AND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE IN RE DIE NT S
ST RE NGT HIS)
T RADE NAME
DAE FRM'R T E
AL L OPURINOL
100MG
AL L OPURINOL
300MG
AL L OPURINOL
I00MG
AL L OPURINOL
300MG
AL PRAZ OL AM
0.25MG
AL PRAZ OL AM
0.5MG
AL PRAZ OL AM
IMG
AMCINONIDE
0.1%
AMCINONIDE
0.1%
AMIL ORIOE HYDROCHL ORIDE;
HYDROCHL OROT HIAZ IDE
5MG; 50MG
AMINO ACIDS
6.9%
Z YL OPRIM
(T ABL E T; ORAL)
Z YL OPRIM
(T ABL E T; ORAL)
L OPURIN
(T ABL E T; ORAL)
L OPURIN
(T ABL E T; ORAL)
XANAX
(T ABL E T; ORAL)
XANAX
(T ABL E T; ORAL)
XANAX
(T ABL E T; ORAL)
CYCL OCORT
(CRE AM; T OPICAL)
CYCL OCORT
(01NT ME NT; T OPICAL)
MODURE T IC 5/50
(T ABL E T; ORAL)
FRE AMINE HBC 6.9%
(INJE CT ABL E; INJE CT ION)
APPL ICANT NAME
BURROUGHS W E L L C0ME
BURROUGHS W E L L C0ME
BODT S PHARMACE UT ICAL
BOOT S PHARMACE UT ICAL
UPJOHN
UPJOHN
UPJOHN
L E DE RL E L ABS/AM CYAN
L E DE RL E L ABS/AM CYAN
MSBD/ME RCK
AM MCGAN/AM HOSP
NDAN.
APPR VAL DAT E
16-084
08-19-66
16-084
01-14-74
18-297
06-10-80
18-297
06-10-80
18-276
10-16-81
18-276
10-16-81
18-276
10-16-81
18-116
10-18-71
18-498
11-13-81
1Ð²_201
10-05-81
16-822
05-17-83
PAT E NT NO.
E XP.  DAT E
3624205
11-30-88
3624205
11-30-88
3624205
11-30-88
3624205
11-30-88
3987052
10-19-93
3980789
09-14-93
3987052
10-19-93
3980789
09-14-93
3987052
10-19-93
3980789
09-14-93
4158055
06-12-96
4158055
06-12-96
3781430
12-25-90
E XCL USIVIT Y
E XP.  DAT E
NS
09-24-86
IV-3



IV-4
ACTIVE INGREDIENT S
STRENGTHTST
AMINO ACIDS
6.5%
AMINO ACIDS
8.5%
AMINO ACIDS
11.4%
AMINO ACIDS
8%
AMINO ACIDS
4%
AMINO ACIDS
4%
AMINO ACIDS
6.5%
AMINO ACIDS
3.5%
AMINO ACIDS
3.5%
AMINO ACIDS
5.2%
AMINO ACIDS
5.5%
TRADE NAME
(DQSAGE FORM; ROUTE)
RENAMIN W/O ELECTROLYTES
(INJECTABLE; INJECTION)
NOVAMINE 8.5%
(INJECTABLE; INJECTION)
NOVAMINE 11.4%
(INJECTABLE; INJECTION)
HEPATAMINE 8%
(INJECTABLE; INJECTION)
BRANCHAMIN 4%
(INJECTABLE; INJECTION)
BRANCHAMIN 4%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
NEOPHAM 6.5%
(INJECTABLE; INJECTION)
AMINOSYN 3.5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOSYN 3.5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINESS 5.2% ESSENTIAL
AMINO ACIDS W/ HISTADINE
(INJECTABLE; INJECTION)
TRAVASOL 5.5%
W/O ELECTROLYTES
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
TRAVENOL LABS
CUTTER LABS/MILES
CUTTER LABS/MILES
AM MCGAN/AM HOSP
TRAVENOL LABS
TRAVENOL LABS
CUTTER-VITRUM
ABBOTT LABORATORIES
ABBOTT LABORATORIES
CUTTER-VITRUM
TRAVENOL LABS
NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
17-493 NS
10-15-82 09-24-86
17-957
08-09-82
17-957
08-09-82
18-676 3950529 85
08-03-82 04-13-93 09-24-86
18-678 4438144 N5
09-28-84 03-20-01 09-24-86
18-684 4438144 NS
09-28-84 03-20-01 09-24-86
18-792 N5
01-17-84 09-24-86
18-804 N5
05-15-84 09-24-86
18-875 N5
08-08-84 09-24-86
18-901
04-06-84
18-931 N5
08-23-84 09-24-86
Ð© IV. NDA'S APPROVE FROM 1-1-8210 5-31-85 AND N_DA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 5-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE IN REDIENT S
STRENGTH S
AMINO ACIDS
8.5%
AMINO ACIDS
10%
AMINO ACIDS
6%
AMINO ACIDS; CALCIUM ACETATE;
GLYCERIN; MAGNESIUM ACETATE;
PHOSPHORIC ACID; POTASSIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE
3%; 26MG/100ML; SGM/T00MLI
54MG/1O0ML; 41MG/100ML;
I49MG/100ML; 204MG/1O0ML;
T17MG/100ML
AMINO ACIDS; DEXTROSE
3.5%; 5%
AMINO ACIDS; DEXTROSE
3.5%; 25%
AMINO ACIDS: DEXTROSE
4.25%; 25%
AMINO ACIDS; MAGNESIUM ACETATE;
PHOSPHORIC ACID; POTASSIUM ACETATE;
SODIUM CHLORIDE
3.5%; 21MG/1O0ML; 40MG/1O0ML;
l28MG/1O0ML; 234MG/1O0ML
TRADE NAME
DOSAGE FORM' ROUTE
TRAVASOL 8.5%
W/O ELECTROLYTES
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
TRAVASOL l0%
N/O ELECTROLYTES
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
TROPHAMINE 6%
(INJECTABLE; INJECTION)
PERIPHRAMINE
(INJECTABLE; INJECTION)
AMINOSYN 3.5%
W/ DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOSYN 3.5%
N/ DEXTROSE 25%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOSYN 4.25%
N/ DEXTROSE 25%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOSYN 3.5% M
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
TRAVENOL LABS
TRAVENOL LABS
AM MCGAN/AM HOSP
AM MCGAN/AM HOSP
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
NDA NO.
PATENT NO.
APPROVAL DATE
EXP. DATE
18-931
08-23-84
18-931
08-23-84
19-018
07-20-84
18-582
05-08-82
19-120
10-11-84
EXCLUSIVITY
EXP. DATE
NS
09-24-86
NC
09-24-86
NC
09-24-86
IV-5



98-7Z-60
8N
86-91-80
1197768
88-12-10
0969698
98Â7ZÂ60
3N
BIVD â€™0XB BIVD 'dXB
AL101Sn11XB 'ON 1NBIV0
78-21-21
726-81
78-21-21
726-81
78-21-21
726-81
78-Zl-Zl
926-9l
ZB-ZD-7O
ZEZ-0l
OB-Ã“Z-01
ZOZÂ8I
28-62-01
065-81
28-61-20
225-81
78-80-80
SL8-8l
BIVD TVA D00V
`ÐžN VDN
531801780871 110887
531801780871 110887
531801780871 110887
531801780871 110887
SNOSIJ
A9139-7013/7813
SNI0O8Ð7/NNIS-SNI813
5871 10N3/WELL
531801780871 110887
B0VN 1NV11100V
(N011330NI 531871330NI)
83NI71N03 3115718 NI
%S7'O 301801Ð3 8010OS
/M 3NI33ÐÐ80NI87
(N011330NI 531871330NI)
83NI71N03 3115718 NI
%Svâ€™0 301801Ð3 8010OS
/M 3NI13ÐÐ80NIÐ˜7
(N011330NI 53TS71DÐ—0NII
83NI71N03 3115718 NI
%S7Â°O 301801Ð3 8010OS
/M 3NI33ÐÐ80NI89
(801133081 53187133881)
83NI71N03 3115718 NI
%57'0 301801Ð3 8010OS
/M 3NI33ÐÐ80NI87
(171338 t7N3N3I
NI33ÐÐ80NOS
(1780 t131871)
N38071Ð3
(N011330NI t31B71IB0N1)
0137 31088930NIÐ˜7
(N011791881 tN01101OS)
83NI71N03 3115718 NI
%SÂ°l 0137 311337ONIÐ˜7
(N011330NI 531871330NI)
83NI01N03 3115718 NI
N %S'E NA50NI89
TIIUOD ~NDOI IOVSODT
BNVN BDVD1
TN001/98OS7 5380Ol/9800S
301801Ð3 8010OS 53NITIÐÐ80NI89
TN00l/98OS7 tTN00l/98007
301801Ð3 N01ODS 53NI33ÐÐ80NI89
T800I/9NOS7 tTN00l/98OÐžZ
301801Ð3 801ODS t3NI33ÐÐ80NIN7
TN00l/98OS7 5TN001/98001
301801Ð3 8010OS 53NITTÐÐ80NIN7
T89/9800E
3NI33ÐÐ80NI89
98OSZ
30IN1Ð13101DONIÐ˜7
TN/98052
0137 31088930NI87
18001/895'1
0137 3113370NIÐ˜7
T800l/9878Z t3800l/98BZI
tTN00l/98O7 tTN00l/98lZ t%S'8
301801Ð3 8010OS
53171337 801557108 t0137 3180Ð8$0Ð8
53I71B39 N01S3N978 tSOI39 ONI89
Ð1ONBD15
S 1NB1OBDONI BA111V
N01IV0D01NI 1110150111B DNV 1NBIV0 BIV1DdOD00V HIIM STVDN DNV SB-LC-S 01 2B-1-1 00D1 DB10D00V $IVON 'AI BT001



T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 T O 5-31-85 ÐND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT S
ST RE NGT H S
AMIT RIPT YL INE
IOMG
AMIT RIPT YL INE
25MG
AMIT RIPT YL INE
Ð‘OMG
AMIT RIPT YL INE
75MG
AMIT RIPT YL INE
IOOMG
AMIT RIPT YL INE
T SOMG
AMIT RIPT YL INE
IOMG/ML
AMIT RIPT YL INE
HYDROCHL ORIDE
HYDROCHL ORIDE
HYDROCHL ORIDE
HYDROCHL ORIDE
HYDROCHL ORIDE
HYDROCHL ORIDE
HYDROCHL ORIDE
HYDROCHL ORIDE;
CHL ORDIAZ E POXIDE
12.5MG; 5MG
AMIT RIPT YL INE HYDROCHL ORIDE;
CHL ORDIAZ E POXIDE
25MG; 10MG

AMIT RIPT YL INE ÐHYDROCHL ORIDE;
PE RPHE NAZ INE
10MG; 4MG
T RADE NAME
)DOSAGE FORM; ROUT E)
E L AVIL
(T ABL E T; ORAL)
E L AVIL
(T ABL E T; ORAL)
E L AVIL
(T ABL E T; ORAL)
E L AVIL
(T ABL E T; ORAL)
E L AVIL
(T ABL E T; ORAL)
E L AVIL
(T ABL E T; ORAL)
E L AVIL
(INJE CT ABL E; INJE CT ION)
L IMBIT ROL
(T ABL E T; ORAL)
L IMBIT ROL
(T ABL E T; ORAL)
E T RAFON A
(T ABL E T; ORAL)
APPL ICANT NAME
MS& D/ME RCK
MS& D/ME RCK
MS& D/ME RCK
MS& D/ME RCK
MS& D/ME RCK
MS& D/ME RCK
MS& D/ME RCK
HOFFMANN-L A ROCHE
HOFFMANN-L A ROCHE
SCHE RING
NDA N .
APPROVAL DAT E
12-703
04-07-61
12-703
07-05-74
12-703
04-07-61
12-703
10-28-76
12-703
10-28-76
12-703
09-17-76
12-704
O4-11-61
16-949
12-23-77
16-949
12-23-77
14-713
12-30-65

Ð ÐÐ¢Ð•NÐ¢ NO.
E XP.  DAT E
3428735
02-18-86
3428735
02-18-86
3428735
02-18-86
3428735
02-18-86
3428735
02-18-86
3428735
02-18-86
3428735
02-18-86
4316897
02-23-99
4316897
02-23-99
3428735
02-18-86
E XCL USIVIT Y
E XP.  DAT E



1V-8
ACTIVE INGREDIENTTS)
AMITRIPTYLINE HYDROCHLORIDE; ETRAFON 2-25 SCHERING 14-713 3428735
PERPHENAZINE (TABLET; ORAL) 12-30-65 02-18-86
ZSMG; 2MG
AMITRIPTYLINE HYDROCHLORIDE; ETRAFON-FORTE SCHERING 14-713 3428735
PERPHENAZINE (TABLET; ORAL) 12-30-65 02-18-86
2SMG; 4MG
AMITRIPTYLINE HYDROCHLORIDE; ETRAFON 2-10 SCHERING 14-713 3428735
PERPHENAZINE (TABLET; ORAL) 12-30-65 02-18-86
T0MG; 2MG
AMITRIPTYLINE HYDROCHLORIDE; TRIAVIL 4-10 M58D/MERCK 14-715 3428735
PERPHENAZINE (TABLET; ORAL) 12-30-65 02-18-86
T0MG; 4MG
AMITRIPTYLINE HYDROCHLORIDE; TRIAVIL 2-25Ãˆ MS&D/MERCK 14-715 3428735
PERPHENAZINE (TABLET; DRAE) 08-23-65 02-18-86
25MG; 2MG '
AMITRIPTYLINE HYDROCHLORIDE; TRIAVIL 2-10 n5&0/ÐœÐ•RCÐš 14-715 3428735
PERPHENAZINE (TABLET; ORAL) 04-04-67 02-18-86
T0MG; 2MG
AMITRIPTYLINE HYDROCHLORIDE; TRIAVIL 4-25 MS&D/MERCK 14-715 3428735
PERPHENAZINE (TABLET; ORAL) 08-25-65 02-18-86
25MG; 4MG
AMITRIPTYLINE HYDROCHLORIDE; TRIAVIL 4-50 MS&D/MERCK 14-715 3428735
PERPHENAZINE (TABLET; ORAL) 03-15-78 02-18-86
S0MG; 4MG
AMMONIUM LACTATE LAC-HYDRIN BRISTOL-MYERS 19-155 NCE
EQ 12% ACID (LOTION; TOPICAL) 04-24-85 04-24-88
AMOXAPINE ASENDIN LEDERLE LABS/AM CYAN 18-021 3546226
2SMG (TABLET; ORAL) 09-22-80 12-08-87
3663696
05-16-89
3681357
08-01-89
TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 5-31-85 ÐN0 NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 5-31-85 ÐND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTH)Â§)
AMOXAPINE
Ð‘ÐžMG
AMOXAPINE
IO0MG
AMOXAPINE
150MG
AMRINONE LACTATE
EQ 5MG BASE/ML
ASPIRIN; CAFFEINE;
OIHYOROCODEINE BITARTRATE
355.4MG; Ð·Ð¾ÐœÐµ; 16MG
ASPIRIN; CAFFEINE;
ORPHENADRINE CITRATE
385MG; 30MG; 25MG
ASPIRIN; CAFFEINE;
ORPHENADRINE CITRATE
770MG; Ð±Ð¾ÐœÐ±; 50ÐœG
ASPIRIN; CAFFEINE;
PROPOXYPHENE HYDROCHLORIDE
389MG; 32.4MG; 32MG
TRADE NAME
)DOSAGE FORM; ROUTE)
ASENDIN
(TABLET; ORAL)
ASENDIN
(TABLET; ORAL)
ASENDIN
(TABLET; ORAL)
INOCOR
(INJECTABLE; INJECTION)
SYNALGOS-DC
(CAPSULE; ORAL)
NORGESIC
(TABLET; ORAL)
NORGESIC FORTE
(TABLET; ORAL)
DARVON C0MPOUND
(CAPSULE; ORAL)
APPLICANT NAME
LEDERLE LABS/AM CYAN
LEDERLE LABS/AM CYAN
LEDERLE LABS/AM CYAN
WINTHROP LABS/STERL
IVES LABS/AMHO
RIKER LABS/3M
RIKER LABS/3M
ELI LILLY INDSTRS/PR
NDA NO. PATENT NO. EX LU IVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-021 3546226
09-22-80 12-08-87
3663696
05-16-89
3681357
08-01-89
18-021 3546226
09-22-80 12-08-87
3663696
05-16-89
3681357
08-01-89
18-021 3546226
09-22-80 12-08-87
3663696
05-16-89
3681357
08-01-89
18-700 4072746 NCE.
07-31-84 02-07-95 07-31-94
11-483
09-06-83
13-416
10-27-82
13-416
10-27-82
10-996
03-08-83
IV-9



01-AI
16-11-60
1199585
56-02-10
2507565
98-72-60 68-91-90
3N 1095995
16-11-60
l199585
56-02-10
2507565
68-91-50
1095995
16-11-60
l199585
56-02-10
2507865
68-91-50
1095995
96-80-80
659901?
B1V0 'dXB
'ON INBIV0
B1V0 0̀XB
ALIAISOTTXB
7BÂ80Â90
091-81
18-61-80
OVZ-Ql
18-61-80
O7E-8l
91-21-11
l68-91
58-62-21
20L-ll
58-11-10
995-2l
58-11-10
995-2l
58-80-50
966-01
B1V0 TVÐ0D00V
'ON VON
89 131/SN87Ð8 187015
N7 131/5Ð80Ð8 180015
N7 131/SN87Ð8 187015
18315/5871 808Ð1NI8
0Ð87/5871 Ð13AM
8-3/SN87Ð8 3371178
8-3/SN87Ð8 3371178
88/5815ONI A1111 113
THVN IN0 1Td00
(1780 t1318111)
001 311380N31
(1780 5131871)
N1880N31
(1780 t1318111)
N1880N31
(1780 5131871)
0N008803 NI8171
(1780 t131871â€º
315397003
(1780 8131871)
3NI3003 /M 0N008803 78OS
(1780 t131871)
0N008803 78OS
(1780 531058931
99-0N008803 N0Ð870
1BLO0D -ÐœD01 B3050D1
BN0N BD001
98SZ t9800I
3N00117Ð1801Ð3 51010N317
D8OOI
1010N317
9805
1010N317
3578 owe 21 03 5DNS25
301801Ð3080A8 3NI30Z71838 5NI81857
98OOZ t98SZE
31787808838 5NI81857
9891 t9800Z t98SZE
317Ð85OÐ8 3NI3003
5100088OS1893 5NI81857
98OÐžÐ— tÐNSZE
100088OS1873 1NI81857
9859 5987'25 t914688
301801Ð3080ÐÐ 3N3ÐdAXO80N8
53N133393 =NI81857
S HI NBD1$
TSILNTIOTUBNI TAIITV
NOIIVNDOBNI AIIAISOTTXT DNV INBLVd BIVIDdOD00V HIIM STVDN DNV SB-LC-S 01 ÃB'L-L 0ODT 1ÐÐ0NO0V S|VDN 'AI Ñ‚



T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 Ð¢Ðž 5-31-85 ÐND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT S
ST RE NGT H S
AT E NOL OL; CHL ORT HAL IDONE
50MG; 25MG
AT RACURIUM BE SYL AT E
T0MG/ML
AT ROPINE SUL FAT E; DIFE NOXIN HYDROCHL ORIDE
0.025MG; 0.5MG
AURANOFIN
3MG
AT ROPINE SUL FAT E; DIFE NOXIN HYDROCHL ORIDE
0.025MG; T MG
AZ AT ADINE MAL E AT E
T MG
AZ AT ADINE MAL E AT E;
PSE UDOE PHE DRINE SUL FAT E
IMG; 120MG
BACL OFE N
T0MG
BACL OFE N
20MG
BE CL0ME T HANSONE DIPROPIONAT E
0.042MG/INH
BE CL0ME T HANSONE DIPROPIONAT E
0.042MG/INH
T RADE NAME
)DOSAGE FORM; ROUT E)
T E NORE T IC 50
(T ABL E T; ORAL)
T RACRIUM
(INJE CT ABL E; INJE CT ION)
MOT OFE N HAL F-ST RE NGT H
(T ABL E T; ORAL)
RIDAURA
(CAPSUL E; ORAL)
\
MOT OFE N
(T ABL E T; ORAL)
OPT IMINE
(T ABL E T; ORAL)
T RINAL IN
(T ABL E T,  CONT ROL L E D
RE L E ASE; ORAL)
L IORE SAL
(T ABL E T; ORAL)
L IORE SAL DS
(T ABL E T; ORAL)
BE CL OVE NT
(AE ROSOL; INHAL AT ION)
VANCE RIL
(AE ROSOL; INHAL AT ION)
APPL ICANT NAME
ST UART PHARMS/ICI AM
BURROUGHS W E L L C0ME
MCNE IL L ABORAT ORIE S
SK& F L ABORAT ORIE S
MCNE IL L ABORAT ORIE S
SCHE RING
SCHE RING
GE IGY/CIBA-GE IGY
GE IGY/CIBA-GE IGY
GL AXO
SCHE RING
18-831
11-23-83
17-744
07-14-78
18-689
05-24-85
17-744
07-14-78
17-601
03-29-77
18-506
03-23-82
17-851
11-22-77
17-851
01-20-82
18-153
06-24-80
17-573
05-12-76
PAT E NT NO.
E XP.  DAT E
3663607
05-16-89
3934032
01-20-93
3836671
09-17-91
4179507
12-18-96
3646207
02-28-89
3635945
01-18-89
3708579
01-02-90
3646207
02-28-89
3419565
12-31-85
3717647
02-20-90
3419565
12-31-85
3717647
02-20-90
3471548
10-07-86
3471548
10-07-86
4414209
11-08-00
4414209
11-08-00
E XCL USIVIT Y
E XP.  DAT E
NC
09-24-86
NCE
11-23-93
NCÐ•
05-24-90
NC
09-24-86
NS
09-24-86
IV-IT



ACT IVE INGRE DIE NT
ST RE N T H S
BE CL0ME T HANSONE DIPROPIONAT E
0.042MG/1NH
BE CL0ME T HANSONE DIPROPIONAT E
0.042MG/1NH
BE NDROFL UME T HIAZ IDE
2.5MG
BE NDROFL UME T HIAZ IDE
5MG
BE NDROFL UME T HIAZ IDE
I0MG
BE NDROFL UME T HIAZ IDE; NADOL OL
5MG; 40MG
BE NDROFL UME T HIAZ IDE; NADOL OL
5MG; B0MG
BE NT IRoMIDE
500MG/7.5ML
BE T AME T HASONE
0.6MG
BE T AME T HASONE
0.6MG/5ML
BE T AME T HASONE
0.2%
T RADE NAME
DOSAGE FORM' ROUT E
BE CONASE
(AE ROSOL; INHAL AT ION/NASAL)
VANCE NASE
(AE ROSOL; INHAL AT ION/NASAL)
NAT URE T1N-2.5
(T ABL E T; ORAL)
NAT URE T IN-S
(T ABL E T; ORAL)
NAT URE T IN-10
(T ABL E T; ORAL)
CORZ IDE
(T ABL E T; ORAL)
CORZ IDE
(T ABL E T; ORAL)
CHYME X
(SOL UT ION; ORAL)
CE L E ST ONE
(T ABL E T; ORAL)
CE L E ST ONE
(SYRUP; ORAL)
CE L E ST ONE
(CRE AM; T OPICAL)
APPL ICANT NAME
GL AXO
SCHE RING
E R SQUIBB AND SONS
E R SQUIBB AND SONS
E R SQUIBB AND SONS
E R SQUIBB AND SONS
E R SQUIBB AND soNs
ADRIA L ABORAT ORIE S
SCHE RING
SCHE RING
SCHE RING
NDA NO.
APPROVAL DAT E
18-584
09-30-81
18-521
09-24-81
12-164
12-07-59
12-164
12-07-59
12-164
03-29-77
18-647
05-25-83
18-647
05-25-83
18-366
12-29-83
12-657
04-17-61
14-215
04-18-64
14-762
04-10-64
PAT E NT NO.
E XP.  DAT E
4414209
11-08-00
4414209
11-08-00
3392168
07-09-85
3392168
07-09-85
3392168
07-09-85
3982021
09-21-93
3935267
01-27-93
3982021
09-21-93
3935267
01-27-93
3801562
04-02-91
3745212
07-10-90
3485854
12-23-86
3485854
12-23-86
3485854
12-23-86
E XCL USIVIT Y
E XP.  DAT E
NC
09-24-86
NC
09-24-86
NCE
12-29-93
T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 T O 5-31-85 AND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION



TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢D 5-31-85 ÐND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTIS)
STRENGTHIS)
BETAMETHASONE ACETATE;
BETAMETHASONE SODIUM PHOSPHATE
3MG/ML; EQ 3MG BASE/ML
BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE
BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE
BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE
BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE
BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE
BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE
BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE
BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE
BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE
BETAMETHASONE DIPROPIONATE
E0 0.05% BASE
BETAMETHASONE DIPROPIONATE
EQ 0.1% BASE
TRADE NAME
DOSAGE FORM' ROUTE
CELESTONE SOLUSPAN
(INJECTABLE; INJECTION)
DIPROLENE
(OINTMENT; TOPICAL)
BETAMETHASONE DIPROPIONATE
(CREAM; TOPICAL)
BETAMETHASONE DIPROPIONATE
(CREAM; TOPICAL)
ALPHATREX
(CREAM; TOPICAL)
BETAMETHASONE DIPROPIONATE
(OINTMENT; TOPICAL)
BETAMETHASONE DIPROPIONATE
(OINTMENT; TOPICAL)
ALPHATREX
(OINTMENT; TOPICAL)
DIPROSONE
(CREAM; TOPICAL)
DIPROSONE
(OINTMENT; TOPICAL)
DIPROSONE
(LOTION: TOPICAL)
DIPROSONE
(AEROSOL; TOPICAL)
APPLICANT NAME
SCHERING
SCHERING
PHARMADERM/BYK-GLDN
E FOUGERA/BYK-GLDN
SAVAGE LABS/BYK-GLDN
PHARMADERM/BYK-GLDN
E FOUGERA/BYK-GLDN
SAVAGE LABS/BYK-GLDN
SCHERING
SCHERING
SCHERING
SCHERING
Ð©
APPROVAL DATE
14-602
03-03-65
18-741
07-27-83
19-136
06-26-84
19-137
06-26-84
19-138
06-26-84
19-140
09-04-84
19-141
09-04-84
19-143
09-04-84
17-536
01-29-75
17-691
04-15-76
17-781
02-01-77
17-829
05-24-77
Ð ÐÐ¢Ð•NÐ¢ NO.
EXP. DATE EXP. DATE
3485854
12-23-86
EXCLUSIVITY
0-l
09-24-86
0-1
09-24-86
0-1
09-24-86
0-1
09-24-86



1V-14
ACT IVE_INGRE DIE NT(ST
ST RE NGT HT S)
BE T AME T HASONE DIPROPIONAT E; CL OT RIMAZ OL E
E Q 0.05% BASE; 1%
BE T AME T HASONE
Ð•0 0.1% BASE
BE T AME T HASONE
Eo 0.1% BASE
BE T AME T HASONE
Ð•0 0.1% BASE
BE T AME T HASONE
E0 0.1% BASE
BE T AME T HASONE
Ð•0 0.1% BASE
BE T AME T HASONE
E Q 0.1% BASE
BE T AME T HASONE
E Q 0.1% BASE
BE T AME T HASONE
Ð•0 0.1% BASE
BE T AME T HASONE
Ð•0 0.1% BASE
BE T AME T HASONE
E Q 0.1% BASE
BE T AME T HASONE
E Q 0.1% BASE
VAL E RAT E
VAL E RAT E
VAL E RAT E
VAL E RAT E
VAL E RAT E
VAL E RAT E
VAL E RAT E
VAL E RAT E
VAL E RAT E
VAL E RAT E
VAL E RAT E
T RADE NAME
(DOSAGE FORM; ROUT E)
L OT RISONE
(CRE AM; T OPICAL)
BE T A-VAL
(CRE AM; T OPICAL)
BE T ADE RM
(CRE AM; T OPICAL)
BE T AME T HASONE VAL E RAT E
(CRE AM; T OPICAL)
BE T AME T HASONE VAL E RAT E
(CRE AM; T OPICAL)
BE T AT RE X
(CRE AM; T OPICAL)
BE T AT RE X
(OINT ME NT; T OPICAL)
BE T AME T HASONE VAL E RAT E
(OINT ME NT; T OPICAL)
BE T AME T HASONE VAL E RAT E
(OINT ME NT; T OPICAL)
BE T AME T HASONE VAL E RAT E
(L OT ION; T OPICAL)
BE T AT RE X
(L OT ION; T OPICAL)
BE T AME T HASONE VAL E RAT E
(L OT ION; T OPICAL)
APPL ICANT NAME
SCHE RING
L E MMON
T J ROACO
PHARMADE RM/BYK-GL DN
E FOUGE RA/BYK-GL DN
SAVAGE L ABS/BYK-GL DN
SAVAGE L ABS/BYK-GL DN
PHARMADE RM/BYK-GL DN
E FOUGE RA/BYK-GL DN
E FOUGE RA/BYK-GL DN
SAVAGE L ABS/BYK-GL DN
PHARMADE RM/BYK-GL DN
NDA N
o
APPR VAL DAT E
18-827
07-10-84
18-642
03-24-83
18-839
06-30-83
18-860
08-31-83
18-861
08-31-83
18-862
08-31-83
18-863
08-31-83
18-864
08-31-83
18-865
08-31-83
18-866
08-31-83
18-867
08-31-83
18-870
08-31-83
PAT E NT NO.
E XP.  DAT E
3660577
05-02-89
3705172
12-05-89
4298604
11-03-98
3839573
10-01-91
E X L IVIT Y
E XP.  DAT E
NC
09-24-86
T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 T O 5-31-85 AND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION



T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 Ð¢Ðž 5-31-85 ÐND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT IS)
ST RE NGT H)Â§)
BE T HANIDINE SUL FAT E
T0MG
BE T HANIDINE SUL FAT E
25MG
BIT OL T E ROL ME SYL AT E
0.8%
BRE T YL IUM T OSYL AT E
50MB/ML
BR0MOCRIPT INE ME SYL AT E
E Q 2.5M@  BASE
BROMOCRIPT INE ME SYL AT E
E Q 5MG BASE
BR0MODIPHE NHYDRAMINE HYDROCHL ORIDE;
CODE INE PHOSPHAT E
12.5MG/5ML; T0MG/5ML
BR0MPHE NIRAMINE MAL E AT E;
CODE INE PHOSPHAT E;
PHE NYL PROPANOL AMINE HYDROCHL ORIDE
2MG/5ML; T0MG/5ML; 12.5MG/5ML
BR0MPHE NIRAMINE MAL E AT E;
DE XT ROME T HORPHAN HYDROBROMIDE;
PSE UDOE PHE DRINE HYDROCHL ORIDE
2MG/SML; I0MG/SML; 30MG/5ML
BR0MPHE NIRAMINE MAL E AT E;
DE XT R0ME T HORPHAN HYDROBR0MIDE;
PSE UDOE PHE DRINE HYDROCHL ORIDE
2MG/5ML; T0MG/SML; 30MG/5ML
T RADE NAME
)DOSAGE FURM; ROUT E)
T E NAT HAN
(T ABL E T; ORAL)
T E NAT HAN
(T ABL E T; ORAL)
T ORNAL AT E
(AE ROSOL; INHAL AT ION)
BRE T YL OL
(INJE CT ABL E; INJE CT ION)
PARL ODE L
(T ABL E T; ORAL)
PARL ODE Ll
(CAPSUL E; ORAL)
AMBE NYL
(SYRUP; ORAL)
DIME T ANE-DC
(SYRUP; ORAL)
DIME T ANE-DX
(SYRUP; ORAL)
DIME T ANE-DX
(SYRUP; ORAL)
APPL I ANT NAME
AH ROBINS
AH ROBINS
NINT HROP-BRE ON/ST E RL
AM CRIT ICAL CARE/AHS
SANDOZ PHARMS/SANDOZ
SANDOZ PHARMS/SANDOZ
MARION L ABORAT ORIE S
AH ROBINS
AH ROBINS
AH ROBINS
NDA NÐž.
APPROVAL DAT E
17-675
05-29-81
17-675
05-29-81
18-770
12-28-84
17-954
07-18-78
17-962
06-28-78
17-962
03-01-82
09-319
01-10-84
11-694
03-29-84
11-694
03-29-84
19-279
08-24-84

Ð ÐÐ¢Ð•NÐ¢ NO.
Ð¨
3495013
02-10-87
3495013
02-10-87
4138581
02-06-96
RE29618
04-29-86
3752888
08-14-90
3752814
08-14-90
3752888
08-14-90
3752814
08-14-90
E XCL USIVIT Y
Ð¨
NCÐ•
12-28-89
1-16
12-14-87
1-16
12-14-87
IV-15



1V-16
ACTIVE INGREDIENI S
STRENGTHTS)
BR0MPHENIRAMINE MALEATE;
PHENYLPROPANOLAMINE HYDROCHLORIDE
4MG/5ML; 25MG/5ML
BUMETANIDE
1MG
BUMETANIDE
0.5MG
BUMETANIDE
0.25MG/ML
BUPIVACAINE HYDROCHLORIDE; DEXTROSE
0.75%; 8.25%
BUPIVACAINE HYDROCHLORIDE;
EPINEPHRINE BITARTRATE
0.5%: O.OO91MG/ML
BUPIVACAINE HYDROCHLORIDE;
EPINEPHRINE BITARTRATE
0.75%; 0.0091MG/ML
BUTORPHANOL TARTRATE
1MG/ML
BUTORPHANOL TARTRATE
2MG/ML
CALCEFEDIOL, ANHYDROUS
0.02MG
Ð¨ ÐœÐ•
DOSAGE FORM' ROUTE
ELIXIR DIMETAPP
(ELIXIR; ORAL)
BUMEX
(TABLET; ORAL)
BUMEX
(TABLET; ORAL)
BUMEX
(INJECTABLE; INJECTION)
MARCAINE SPINAL
(INJECTABLE; INJECTION)
SENSORCAINE
(INJECTABLE; INJECTION)
SENSORCAINE
(INJECTABLE; INJECTION)
STADOL
(INJECTABLE; INJECTION)
STADOL
(INJECTABLE; INJECTION)
CALDEROL
(CAPSULE; ORAL)
APPLICANT NAME
AH ROBINS
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
BREON LABS/STERLING
ASTRA PHARM PRODS
ASTRA PHARM PRODS
BRISTOL LABS/B-M
BRISTOL LABS/B-M
UPJOHN
NDA NO. PATENT NO.
APPROVAL DATE EXP. DATE
13-087
03-29-84
18-225 3634583
02-28-83 01-11-89
3806534
04-23-91
18-225 3634583
02-28-83 01-11-89
3806534
04-23-91
18-226 3634583
02-28-83 OlÂllÂ89
3806534
o4-23-91
18-692
05-04-84
18-304
09-02-83
18-304
09-02-83
17-857 3819635
08-22-78 06-25-91
17-857 3819635
08-22-78 06-25-91
18-312 3833622
08-05-80 09-03-91
3565924
03-23-86
EXCLUSIVITY
EXP. DATE
NCE
02-28-93
NCÐ•
02-28-93
NCÐ•
02-28-93
NC
09-24-86
HMH.MSNM@MMTWWHMMNWSWMMMWHMMMÃœMWWHmmm



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 5-31-85 ÐND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTH S
CALCEFEDIOL, ANHYDROUS
0.05MG
CALCITONIN
200 IU/VIAL
CALCITONIN
400 IU/VIAL
CALCITRIOL
0.25 UGM
CALCITRIOL
0.5 UGM
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM ACETATE;
SODIUM CHLORIDE; SODIUM CITRATE
34MG/100ML; SGM/100ML; 30MG/100ML;
74MG/100ML; 640MG/100ML; 500MG/100ML;
74MG/100ML
TRADE NAME
)DOSAGE FORM; ROUTE)
CALDEROL
(CAPSULE; ORAL)
CALCIMAR
(INJECTABLE; INJECTION)
CALCIMAR
(INJECTABLE; INJECTION)
ROCALTROL
(CAPSULE; ORAL)
ROCALTROL
(CAPSULE; ORAL)
ISOLYTE E N/ DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
UPJOHN
ARMOUR PHARM
ARMOUR PHARM
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
AM MEGAN/AM HOSP
NDA NO.
APPROVAL DATE
18-312
08-05-80
17-769
12-21-84
17-497
12-21-84
18-044
08-17-78
18-044
08-17-78
18-269
01-17-83
Ð ÐÐ¢Ð•NÐ¢ NO.
Ð¨
3833622
09-03-91
3565924
03-23-86
3697559
10-10-89
4391802
07-05-00
4341774
07-27-99
4225596
09-30-97
3697559
10-10-89
4391802
07-05-00
434177435
07-27-99
4225596
09-30-97
EXCLUSIVITY
EXP. DATE
1-18
12-21-87
1-18
12-21-87
IV-17



8lÂ^1
ALIAISOITXB 'ON INBLVd
7B-OE-ll
888Â8l
78Â08Âll
889-81
78Â08-ll
999-91
89-92-80
Â¿OB-81
88-92-80
Â¿08-81
88-92-80
Â¿O8-BI
88-92-80
Â¿OB-8l
BLVD IVAODddV
'ON VDN
BLVD 'dXB
03N130
038130
0311130
85OÐ N7/M7D3N N7
850Ð N9/M7D38 N7
85OÐ N9/M7D38 N7
85OÐ N7/M7DU8 89
TNVN INVTIIddV
(173N011838781N1 tNOI10105)
83NI71N03 311S718 N1
%S2'7 3S081X30 /M
X313130
(173N011838781N1 tN0110105)
83NI71N03 311S718 N1
%SÂ°Z 35081X30 /M
X313130
(1v3N011838vuIN1 twoIInio5)
83N1v1N03 3IIsvi8 N1
%S'l 3508IX30 /H
x313130
(173N011838781N1 tN0110105)
83N171N03 311S718 N1
%OS 35081X30 /M
31781N33N03 31A1710
(ivaNOIIua8vuINI twoIInio5)
83N171N03 3IIsvia N1
%02 Ð·Ð·Ð¾Ñ‰Ñ…Ð·Ð¿ /M
31v81N33N03 31A1v10
(173N011838781N1 tNOII01O5)
83N171N03 3IIS718 N1
%DS 35081X30 /M
31781N33N03 31A1710
(173N011838781N1 tNOII01O5)
83N171N03 3115718 N1
%08 35081)(30 /M
31781N33N03 31A1710
TBLOO0 -NDOB TDVSODT
T0VN TDVITI
iwool/Bwzes tiwool/9wL9s tiwool/Bwz'sl
tiwool/wosz'v tiwool/BwL'sz
31v13v1 wnloos 5301801113 wnloos
t301801Ð3 wnIS3NBvw
535081Ð¥30 Ð•Ð·Ð¾Ñ…Ð½Ð¾Ñ‡Ð½Ð· wnl3173
18001/98268 tTW00l/9HÂ¿9S t38001/EIN2'SI
tT800l/8DS'Z 53W00l/98L'SZ
3171371 N01ODS 5301801Ð3 N01ODS
5301801113 N01S3N978
53508IX30 5301801143 N013173
TN00l/98ZGE tT8001/98Â¿9S tTW00l/982'SI
tT800l/8DS'l tT800I/D8L'SZ
3171371 N0100S 5301801Ð3 N0100S
t3OI8O1Ð3 801S3NB78
=Ð·Ð·Ð¾Ð¸1XÐ·Ð¾ =Ð·Ð¾1Ð¸Ð¾Ñ‡Ð½Ñ wnI31v3
1NO01/Ð¸Ñ11 tTw00l/ND7'Ã³
tlNO01/QN00Z tT8001/8DOS tâ€˜I8001/9801S
301801Ð3 wnIooS
t317133v wnloos t301801Ð3 wnIS3NBvw
i35o8Ixao t301801Ð3 w013173
1w001/w511 tiwool/wov'6
tiwool/Bwooz tiwool/NDO2 tiwool/Bwols
301801Ð3 wnloos
t317133v wnloos 5301801Ð3 NnlsauÑvw
535081Ð¥30 5301801Ð½3 w0131v3
TN001/N99'6 tTN00l/ND2'G
tT8001/98002 tT8001/8905 tT8001/9801S
301801Ð3 N01ODS
5311113311 N0100S 5301801Ð3 H01S3ND78
53508IX30 5301801H3 801D173
1w001/w59â€˜6 tiwool/wÑz'o
51NO01/9NO02 tTNO01/8DOE tTNO01/9801S
301801Ð3 wnlooS 5317133v wnloos
53OIUO1Ð3 80IS3N97N
tasoulxau t301801Ð3 wnI3173
HIDNTDIS
TSTINTIDBDONI TAILTV
NOILVNDOTNI ALIAISOITXB DNV INBLVd TIVIMdODddV HIIM SiVDN DNV SB-LC-S OI IB-I-I NODT DTAODddV SIVDN 'AI TIOVT



TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢Ðž 5-31-85 ÐND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTH S
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
25.7MG/T00ML; 1.5GM/T00ML;
5.08MG/100ML; 538MG/T00ML; 448MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
25.7MG/T00ML; 2.5GM/10OML;
5.08MG/T00ML; 538MG/100ML; 448MG/TOOML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHIORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
25.7MG/T00ML; 4.25GM/T00ML;
5.08MG/T00ML; 538MG/T00ML; 448MG/10OML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
25.7MG/T00ML; 1.5GM/IOOML;
5.08MG/T00ML; 538MG/TOOML; 448MG/10OML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
25.7MG/T00ML; 2.5GM/T00ML;
5.08MG/100ML; 538MG/100ML; 448MG/10OML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
25.7MG/100ML; 4 25GM/100ML; 5.08MG/100ML;
538MG/T00ML; 448MG/T00ML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
26MG/10OML; 2.SGM/IOOML; I5MG/T00ML;
560MG/100ML; 390MG/100ML
TRADE NAME
)DOSAGE FORM; ROUTE)
DELFLEX
N/ DEXTROSE 1.5%
LON MAGNESIUM
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
DELFLEX
N/ DEXTROSE 2.5%
LOW MAGNESIUM
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
DELFLEX
N/ DEXTROSE 4.25%
LOW MAGNESIUM
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
INPERSOL-LM
W/ DEXTROSE 1.5%
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
INPERSOL-LM
N/ DEXTROSE 2.5%
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
INPERSOL-LM
N/ DEXTROSE 4.25%
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
DIALYTE
N/ DEXTROSE 2.5%
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
APPLICANT NAME
DELMED
DELMED
DELMED
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
AM MCGAN/AM HOSP
NDA NO.
APPROVAL DATE
18-883
11-30-84
18-883
11-30-84
18-883
11-30-84
18-379
07-07-82
18-379
07-07-82
18-379
07-07-82
18-460
11-02-83
Ð ÐÐ¢Ð•NÐ¢ NO.
EXP. DATE
EXCLUSIVITY
EXP. DATE
IV-19
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TABLE IV. NDA'S APPROVED FROM I-I-BZkTO 5-31-85 ÐND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT
STRENGTH) S)
CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
Z0MG/100ML; SGM/100ML;
105MG/100ML; 600MG/100ML;
310MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
20MG/100ML; SGM/100ML;
105MG/100ML; 600MG/100ML;
310MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
Z0MG/100ML; 5GM/100ML;
179MG/100ML; 600MG/100ML;
3l0MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
20MG/100ML; SGM/100ML;
179MG/100ML; 600MG/100ML;
310MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
20MG/100ML; SGM/100ML;
254MG/100ML; 600MG/100ML;
BT0MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
20MG/100ML; SGM/100ML; .
254MG/100ML; 600MG/100ML;
310MG/100ML
TRADE NAME
)DOSAGE FORM; ROUTE)
POTASSIUM CHLORIDE
SMEQ IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
T0MEQ IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
T0MEQ IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
20MEQ IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
15MEQ IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
30MEQ IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
PATENT NO.
EXP. DATE
EXCLUSIVITY
EXP. DATE
NDA NO.
APPROVAL DATE
19-367
04-05-85
19-367
04-05-85
19-367
04-05-85
19-367
04-05-85
19-367
04-05-85
19-367
04-05-85
IV-2T
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Ð¨ IV. N_DA'S APPROVE_D FROM 1-1-82 10 5-3T-85 ÐND NDA'S NITH APPROPRIATE PATENT AND EXELUSIVITY INFORMATION
ACTIVE IN REDIENT S TRADE NAME APPLICANT NAME NDA N . PATENT N . EXOLUSIVTTY
STRENGTHIS) D AE F RM' R TE APPR VAL DATE EXP. DATE EXP. DATE
CAPTOPRIL CAPOTEN ER 50UIBB AND SONS 18-343 4105776 IÂ20
25MG (TABLET; ORAL) 04-06-81 08-08-95 09-24-86
0-7
10-12-87
CAPTOPRIL CAPOTEN ER SQUIBB AND SONS 18-343 4105776 I-20
50ÐœG (TABLET; ORAL) 04-06-81 08-08-95 09-24-86
0-7
10-12-87
CAPTOPRIL CAPOTEN ER SQUIBB AND SONS 18-343 4105776 I-20
lO0MG (TABLET; ORAL) 04-06-81 08-08-95 09-24-86
0-7-
10-12-87
CAPTOPRIL; HYDROCHLOROTHIAZIDE CAPOZIDE 25/15 ER SQUIBB AND SONS 18-709 4105776 NC
25MG; 15MG (TABLET; ORAL) 10-12-84 08-08-95 10-12-87
4217347
08-12-97
CAPTOPRIL; HYDROCHLOROTHIAZIDE CAPOZIDE 50/15 ER 50UIBB AND SONS 18-709 4105776 NC
50MG; TSMG (TABLET; ORAL) 10-12-84 08-08-95 10-12-87
4217347
08-12-97
CAPTOPRIL; HYDROCHLOROTHIAZIDE CAPOZIDE 50/25 ER SQUIBB AND SONS 18-709 4105776 NC
50MG; 25MG (TABLET; ORAL) 10-12-84 08-08-95 10-12-87
4217347
08-12-97
CARBAMAZEPINE TEGRETOL GEIGY/CIBA-GEIGY 16-608 4409212
200MG (TABLET; ORAL) 03-11-68 10-11-00
CARBAMAZEPINE TEGRETOL GEIGY/CIBA-GEIGY 18-281 4409212
I00MG (TABLET, CHENABLE; ORAL) 12-14-81 10-11-00
CARBIDOPA LODOSYN MS&D/MERCK 17-830 3462536
25MG (TABLET; ORAL) 04-25-77 08-19-86
3830827
08-20-91
3781415
12-25-90



1V-24
ACTIVE IN REDIENT TRADE NAME APPLICANT NAME NDA . PATENT N . EXCLUSIVITY
STRENGTHIS) (DOOAOE FORM: ROOTET APP AL DAT EXP. DATE EXP. DATE
CARBIDOPA; LEVoDOPA sINEMET Ðœ580/MERCK 17-555 3462536
10MG; 100MG (TABLET; 0RAL1 05-02-75 08-19-86
3769424
10-30-90
3781415
12-25-90
3830827
08-20-91
RE29892
10-30-90
CARBIDOPA; LEVODOPÃ€ SINEMET TIS&U/MERCI( 17-555 3462536
25MG; 250ÐœG (TABLET; 0RAL1 05-02-75 08-19-86
. 3769424
10-30-90
3781415
12-25-90
3830827
08-20-91
R829892
10-30-90
CARBIDOPA; LEVoDOPA SINEÐœÐ•T Ðœ580/MERCK 17-55 3 536
ZSMG; 100m (TABLET; ORAL) 05-02- O - 9-86
3769424
10-30-90
3781415
12-25-90
3830827
08-20-91
RE29892
10-30-90
CARBOPROST IR0METI'IAMINE PROSTIN/1SM UPJOHN 17-989 3728382 1-32
Ð•0 0.25MG BASE/ÐœL (INJECTABLE; INJECTIDN) 01-09-79 04-17-90 03-21-88
CELLULosE 500IUÐœ PHOSPHATE CALCIBIND Ðœ15SI0N PHARMACAL 18-757 NCE
2.5GÐœ/PACKE1 (Ð Ð¾Ð¼Ð°Ð½Ð°; oRAL) 12-28-82 12-28-92
CERuLETIDE DIETNYLAMINE TYMTRAN ADRIA LABORATORIES 18-296 3472832
0 02ÐœG/ÐœL (INJECTABLE; INJECTION) 12-24-81 10-14-86
Ð¨ 11. N_DA'S APPROVED FROM 1-1-82 TO 5-31-85 ÐÐœÐ¦Ð’Ð'Ð¨ÐŸÐ APPROPRIATE PAT,E_NI AND EXOLOSIVIIY INFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1182 TO 5-31285 ÐND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
STRENGTH S (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
CHENODIOL CHENIX ROWELL LABORATORIES 18-513 NCÐ•
2S0MG (TABLET; ORAL) 07-28-83 07-28-93
CHLORDIAZEPOXIDE LIBRITABS ROCHE PRODUCTS 13-071 4316897
25MG (TABLET; ORAL) 10-31-66 02-23-99
CHLORDIAZEPOXIDE LIBRITABS ROCHE PRODUCTS 13-071 4316897
5MG (TABLET; ORAL) 10-31-66 02-23-99
CHLORDIAZEPOXIDE LIBRITABS ROCHE PRODUCTS l3-071 4316897
T0MG (TABLET; ORAL) 10-31-66 02-23-99
CHLORDIAZEPOXIDEÐ LIBRELEASE HOFFMANN-LA ROCHE 17-813 4316897 NDF
Ð·Ð¾Ð½G (CAPSULE, CONTROLLED 09-12-83 02-23-99 09-24-86
RELEASE; ORAL)
CHLORDIAZEPOXIDE HYDROCHLORIDE LIBRIUM ROCHE PRODUCTS 12-249 4316897
5MG (CAPSULE; ORAL) 02-24-60 02-23-99
CHLORDIAZEPOXIDE HYDROCHLORIDE LIBRIUM ROCHE PRODUCTS 12-249 4316897
10MG (CAPSULE; ORAL) 02-24-60 02-23-99
CHLORDIAZEPOXIDE HYDROCHLORIDE LIBRIUM ROCHE PRODUCTS 12-249 4316897
25MG (CAPSULE; ORAL) 02-24-60 02-23-99
CHLORDIAZEPOXIDE HYDROCHLORIDE LIBRIUM HOFFMANN-LA ROCHE 12-301 4316897
T00MG/AMP (INJECTABLE; INJECTION) 07-21-61 02-23-99
CHLORDIAZEPOXIDE HYDROCHLORIDE; LIBRAXÂ HOFFMANN-LA ROCHE 12-750 4316897
CLIDINIUM BR0MIDE (CAPSULE; ORAL) 05-02-61 02-23-99
5MG; 2.5MG
CHLORDIAZEPOXIDE; ESTROGENS, CONJUGATED MENRIUM 5-2 HOFFMANN-LA ROCHE 14-740 4316897
5MG; 0.2MG (TABLET; ORAL) 10-27-69 02-23-99
CHLORDIAZEPOXIDE; ESTROGENS, CONJUGATED MENRIUM 5-4 HOFFMANN-LA ROCHE 14-740 4316897
5MG; 0.4MG (TABLET; ORAL) 10-27-69 02-23-99
CHLORDIAZEPOXIDE; ESTROGENS, CONJUGATED MENRIUM 10-4 HOFFMANN-LA ROCHE 14-740 4316897
I0MG; O.4MG (TABLET; ORAL) 10-27-69 02-23-99
IV-25



IV-26
CHLOROXINE CAPITROL WESTNODD PHARMS 17-594 3886277
2% (SHAMPOD; TOPICAL) ID-19-76 05-27-92
CHLORTHALIDONE; CLONIDINE HYDROCHLORIDE C0MBIPRES BOEHRINGER INGELHEIM 17-503 3454701
15MG; 0.1MG (TABLET; ORAL) 08-22-74 07-08-86
CHLDRTHALIDDNE; CLONIDINE HYDROCHLORIDE C0MBIPRES BOEHRINGER INGELHEIM 17-503 3454701
15MG; O.2MG (TABLET; ORAL) 08-22-74 07-08-86
CHLORTHALIDDNE; CLONIDINE HYDROCHLORIDE C0MBIPRES BOEHRINGER INGELHEIM 17-503 3454701
TSMG; Ðž.3MG (TABLET; ORAL) D4-IÐž-84 07-08-86
CHOLESTYRAMINE QUESTRAN MEAD JDHNSDN/B-M 16-019 1-23
EQ 4GM RESIN/PACKET (POWDER; ORAL) 12-06-66 D9-24-86
CHOLESTYRAMINE QUESTRAN MEAD JOHNSON/B-M 16-640 1-23
EQ 4GM RESIN/PACKET (POWDER; ORAL) 08-03-73 09-24-86
CHYMOPAPAIN DISCASE TRAVENOL LABS 18-625 NCE
12,500 UNITS/VIAL (INJECTABLE; INJECTION) 01-18-84 11-10-92
CHYMOPAPAIN CHYMDDIACTIN SMITH LABORATORIES 18-663 4439423 NCE
10,000 UNITS/VIAL (INJECTABLE; INJECTION) II-ID-82 03-26-01 II-IO-92
CHYMOPAPAIN CHYMDDIACTIN SMITH LABORATORIES 18-663 4439423 NCE
4,000 UNITS/VIAL (INJECTABLE; INJECTION) 08-21-84 03-26-01 11-10-92
CICLOPIROX DLAMINE LDPRDX HDECHST-RDUSSEL 18-748 3883545 NCE
1% (CREAM; TOPICAL) 12-30-82 05-13-92 12-30-92
CIMETIDINE TAGAMET SK&F LAB 17-920 3950333
200MG (TABLET; ORAL) 08-16-77 04-13-93
4024271
05-17-94
CIMETIDINE TAGAMET SK&F LAB 17-920 3950333
300MG (TABLET; ORAL) 08-16-77 04-13-93
4024271
05-17-94
TABLE IV. NDA'S APPROVED FROM 1-1-82 10 5Â31-85 ÐND NDA'S HITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION



T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 Ð¢Ðž 5-31-85 ÐND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT ISI
ST RE NGT H S
CIME T IDINE
400MG
CIME T IDINE HYDROCHL ORIDE
E Q 3ooMG BASE/5ML
CIME T IDINE HYDROCHL ORIDE
E Q 150MG BASE/ML
CINOXACIN
250MG
CINOXACIN
500MG
CISPL AT IN
0.5MG/ML
CIT RIC ACID; MAGNE SIUM OXIDE;
SODIUM CARBONAT E
3.24GM/100ML; 380MG/100ML; 430MG/100ML
CIT RIC ACID; MAGNE SIUM OXIDE;
SODIUM CARBONAT E
3.24GM/100ML; 380MG/100ML; 430MG/100ML
CL E MAST INE FUMARAT E;
PHE NYL PROPANOL AMINE HYDROCHL ORIDE
E Q 1MG BASE; 75MG
CL0MIPHE NE CIT RAT E
S0MG
T RADE NAME

DAE FRMR Ð

Ð¢ÐGÐÐœÐ•Ð¢
(T ABL E T; ORAL)
T AGAME T
(SOL UT ION; ORAL)
T AGAME T
(INJE CT ABL E; INJE CT ION)
CINOBAC
(CAPSUL E; ORAL)
CINOBAC
(CAPSUL E; ORAL)
PL AT INOL-AQ
IRRIGAT ING SOL UT ION G
IN PL AST IC CONT AINE R
(SOL UT ION; IRRIGAT ION)
UROL OGIC G
IN PL AST IC CONT AINE R
(SOL UT ION: IRRIGAT ION)
T AVIST D
(T ABL E T,  CONT ROL L E D
RE L E ASE; ORAL)
CL0MIPHE NE CIT RAT E
(T ABL E T; ORAL)
APPL ICANT NAME
SK& F L AB
SK& F L AB
SKBIF L AB
E L I L IL L Y
E L I L IL L Y
BRIST OL L ABS/B-M
T RAVE NOL L ABS
ABBOT T L ABORAT ORIE S
DORSE Y L ABS/SANDOZ
PL ANT E X/I KAPHARM
NDA N
Ð¾
APPR VAL DAT E
17-920
12-14-83
17-924
08-16-77
17-939
08-16-77
18-067
06-13-80
18-067
06-13-80
18-057
07-18-84
18-519
06-22-82
18-904
05-27-83
18-298
12-15-82
18-361
03-22-82

Ð ÐÐ¢Ð•NÐ¢ NO.
E XP.  DAT E
3950333
04-13-93
4024271
05-17-94
3950333
04-13-93
4024271
05-17-94
3950333
04-13-93
4024271
05-17-94
3669965
06-13-89
3669965
06-13-89
4177263
12-04-96
4310515
01-12-99
3933999
01-20-93
E XCL USIVIT Y
E XP.  DAT E
NS
09-24-86
NDF
09-24-86
NC
09-24-86
NC
09-24-86
NDF
09-24-86
IV-27



BZ"A1
18-82-90 51-15-50 (1780 =131871) 985 22
5158238 501-Â¿1 531801780873 110887 05 3N3xN78l 80155710810 31983Z78013
18-82-90 21-82-90 (1780 t31058931 9851
5158238 501-11 531801780873 110887 3N3Ð¥N781 8015571O810 31983Z78013
18-82-90 21-82-90 (3780 531058931 985'L
5158238 501-11 531801780871 110887 3N3Ð¥N781 80155710810 31783Z78013
18-82-90 21-82-90 (1780 533058931 ÑÐ¸51 5
5158238 501-11 531801780873 110887 3N3Ð¥Nv81 80155710810 31983zv8013
98-80-10 61-02-60 (1780 1131871) 985 0
1019595 109-11 813Ð139NI 839N18Ð308 538871v3 301801Ð3080ÐÐ 3NI01N013
98-80-10 91-50-60 (1780 t131871) 982 0
1019595 109-11 NI3Ð139NI 839NI0Ð308 538871v3 301801Ð3080AÐ 3NI01N013
98-80-10 91-50-60 (1980 1131871) 981 0
1019595 109-11 813Ð139NI 839NI0Ð309 538871v3 301801Ð3080ÐÐ 3N101N013
(5003N7103838
18-01-01 98-80-10 98-01-01 53573138 0311081N03 â€˜8113) 985 1
8N 1019595 168-81 813Ð139N1 839N18Ð308 5-511-s38871v3 3N101N013
(5003N7103838
18-01-01 98-80-10 98-01-01 tÐ·593138 0311081N03 â€˜8113) 985
8N 1019595 168-81 813Ð139NI 839NI0Ð300 2-511-538871v3 3NI01No13
(5003Nvln3830
18-01-01 98-80-10 98-01-01 53573138 0311081No3 â€˜81131 98g 2
8N 1019595 168-Bl 813Ð139N1 839NI0Ð308 1-SI1-538871v3 3N101No13
66-82-20 51-90-90 (1780 t131871) 982
1689159 555-Â¿1 3Ð308 v1-NNv8330Ð NI00N013 8v83zvN013
66-52-20 51-90-90 (1780 5131871) 981
1689159 555-11 3Ð308 v1-NN78330Ð NI00N013 8v83zvN013
66-82-20 51-90-90 (1780 t131871) 985'0
1689159 555-11 3Ð308 91-NN78330Ð NI80N013 8983Z9N013
NOILVNDOBNI ALIAISOITXB DNV INBLVd BLVIDdODddV HIIM SIVDN DNV SB-LC-S OL ZB-L-L NODT DTAODddV STVDN 'AI TIB-TD



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 5-31-85 ÐND NDÐ'Ð— NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTH S
CLORAZEPATE DIPOTASSIUM
11.25MG
CLORAZEPATE DIPOTASSIUM
3.75MG
CLORAZEPATE DIPOTASSIUM
7.5MG
CLORAZEPATE DIPOTASSIUM
15MG
CLOTRIMAZOLE
1%
CLOTRIMAZOLE
1%
CLOTRIMAZOLE
1%
CLOTRIMAZOLE
100MG
TRADE NAME
)DOSAGE FORM; ROUTE)
TRANXENE SD
(TABLET; ORAL)
TRANXENE
(TABLET; ORAL)
TRANXENE
(TABLET; ORAL)
TRANXENE
(TABLET; ORAL)
LOTRIMIN
(SOLUTION; TOPICAL)
LOTRIMIN
(CREAM; TOPICAL)
GYNE-LOTRIMIN
(CREAM; VAGINAL)
GYNE-LOTRIMIN
(TABLET; VAGINAL)
APPLICANT NÐÐœÐ•
48BOÐ¢Ð¢ LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
SCHERING
SCHERING
SCHERING
SCHERING
NDA NÐž.
APPROVAL DATE
17-105
08-04-76
17-105
03-10-80
1.7-105
03-10-80
17-105
03-10-80
17-613
02-03-75
17-619
03-18-75
18-052
11-08-78
17-717
03-24-76
Ð ÐÐ¢Ð•NÐ¢ NO.
EXP. DATE
RE28315
06-23-87
RE28315
06-23-87
RE28315
06-23-87
RE28315
06-23-87
3660577
05-02-89
3705172
12-05-89
3839573
10-01-91
3660577
05-02-89
3705172
12-05-89
3839573
10-01-91
3839573
10-01-91
3705172
12-05-89
3660577
05-02-89
3839573
10-01-91
3705172
12-05-89
3660577
05-02-89
EXCLUSIVITY
EXP. DATE



08-Ð1
99Â7ZÂ60
3UN
88-6l-70
SN
BLVD 'dXB
ALIAISnÃ®jX]
68-20-90
1190998
68-90-81
2119018
l6-l0Â01
8196888
68-20-90
1190998
68ÂSOÂZl
2119018
l6-l0-01
8196888
68-20-90
1190998
68-90-21
81L9018
l6Âl0Â0l
8196888
69-20-90
1190998
68-90-21
ZLlSOL8
l6Âl0-0l
8196888
68-20-90
1190998
68ÂÂ§0ÂZl
2119018
l6Âl0Â0l
8196888
68-20-90
1190998
68-90-2l
2119018
l6-l0-0l
8196888
B1VD 'dXB
'0N LNBLVd
29ÂÂ£lÂ90
2lÂ£Â8l
6Â£Â9lÂ20
082-81
61-91-l0
881-81
98-6l-70
690-6l
6Â£ÂÂ£ZÂ20
ZBl-Ql
6Â£-Sl-l0
l8lÂ8l
BLVD 1VAODddV
'0N VDN
S31IN/5887Ð8
S31IN/5N87Ð8
S31IN/5N87Ð8
SÃ¬3IN/5N87Ð8
S33IN/5N87Ðd
S31I8/5887Ð8
S31IN
S31IN
S31I8
S33I8
$31IN
531IN
ÃƒNVN LNvÃ¬lTddV
(1780 539N3Z01/3Ð3081)
Ð¥Ð—Ð§Ð—3Ð8
(17NISÐ£Ð ÃN7383)
9-X3133AN
(1731801 tH7B83)
Ð¥3133Ð8
(1Ð£NIDÐ£Ð 513187l)
D-Ð¥Ð—1Ð—3Ð8
(1Ð£NIDÐ£Ð 513'187l)
9ÂX3133ÐN
(173I80l tNOIlmO5)
Ð¥31Ð—3Ð8
B1O08 .NU J BÃœVSOO
BNVN BDV0I
9801
31OZ7N18lO33
Zl
31OZ7818lO13
%l
31OZ7N18lO33
98009
310ZÐ£Ð˜1Ð1013
98001
31OZ7N18lO13
%l
33OZ7818lO33
S HLÃœNÃ¬0LS
S INBIDB0SNI EAIL3V
NOILVNDO3NI XLIAISn33XB DNV LNRLVd BLVIDdODddV HLIM SIVDN DNV SB-LS-S 01 ÐB-1-[ 0ÐžU3 DBAODddV SIVDN
'AI BT8VL



TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢Ðž 5-31-85 ÐND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTH S
CLOTRIMAZOLE
1%
CODEINE PHOSPHATE;
PHENYLEPHRINE HYDROCHLORIDE;
PR0METHAZINE HYDROCHLORIDE
T0MG/5ML; 5MG/5ML; 6.25MG/5ML
CODEINE PHOSPHATE;
PR0METHAZINE HYDROCHLORIDE
T0MG/5ML; 6.25MG/5ML
CODEINE PHOSPHATE;
PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
T0MG/5ML; 30MG/5ML; 1.25MG/5ML
COLESTIPOL HYDROCHLORIDE
SGM/PACKET
COLESTIPOL HYDROCHLORIDE
S00GM/BOT
COPPER
89MG
Ð¨
)DOSAGE FORM; ROUTE)
LOTRIMIN
(LOTION; TOPICAL)
PHENERGAN VC N/ CODEINE
OÃŸYRUP; ORAL)
PHENERGAN N/ CODEINE
(SYRUP; ORAL)
ACTIFED N/ CODEINE
(SYRUP; ORAL)
COLESTID
(GRANULE; ORAL)
COLESTID
(GRANULE; ORAL)
CUÂ7
(INTRAUTERINE DEVICE;
INTRAUTERINE)
APPLICANT NAME
SCHERING
NYETH LABS/AMHO
NYETH LABS/AMHO
BURROUGHS WELLC0ME
UPJOHN
UPJOHN
SEARLE PHARMS
NDA NO.
APPR VAL DATE
18-813
02-17-84
08-306
04-02-84
08-306
04-02-84
12-575
04-04-84
17-563
04-04-77
17-563
04-04-77
17-408
02-25-74
Ð ÐÐ¢Ð•NÐ¢ NO.
EXP. DATE EXP. DATE
3839573
10-01-91
3705172
12-05-89
3660577
05-02-89
3692895 1-24
09-19-89 09-24-86
3692895 1-24
09-19-89 09-24-86
3563235
02-16-88
4040417
08-09-94
3783861
01-08-91
3803308
12-01-87
RE28399
04-29-92
EXCLUSIVITY
IV-31



ACTIVE IN REDIENT
STRENGTHISI
COPPER
120MG
cRoMoLYN sonIUM
2Ð¾Ð¼Ðµ
CR0MOLYN SODIUM
4%
CR0MOLYN SODIUM
4%
TRADE NÐÐœÐ•
LDOSAGE FORM; ROUTE!
TATUM-T
(INTRAUTERINE DEVICE;
INTRAUTERINE)
INTAL
(CAPSULE; INHALATION)
NASALCR0M
(SOLUTION; NASAL)
OPTICR0M
($0LUTION; OPHTHALMIC)
APPLICANT NAME
SEARLE PHARMS
FISONS
FISONS
FISONS
NDA NO.
APPROVAL DATE
18-205
08-16-79
16-990
06-20-73
18-306
03-18-83
18-155
10-03-84
PATENT NO.
EXP. DATE
3563235
02-16-88
4040417
08-09-94
3783861
01-08-91
3803308
12-01-87
RE28399
04-29-92
3686412
08-22-89
3777033
08-22-89
3419578
12-31-85
3686412
08-22-89
3777033
08-22-89
3419578
12-31-85
3975536
08-17-93
4053628
10-11-94
3686412
08-22-89
3777033
08-22-89
3419578
12-31-85
3975536
08-17-93
4053628
10-11-94
1-22
09-24-86
NDF
09-24-86
NDF
10-03-87
TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 5-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION



T ABL E T V.  NDA'S APPROVE D FROM 1-1-82 Ð¢Ðž 5-31-85 ÐND NDA'S NT T H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT ISI
ST RE NGT HIS)
CR0MOL YN SODIUM
T0MG/ML
CYCL OBE NZ APRINE HYDROCHL ORIDE
5MG
CYCL OBE NZ APRINE HYDROCHL ORIDE
T0MG
CYCL OPHOSPHAMIDE
T GM/VIAL
CYCL OPHOSPHAMIDE
T GM/VIAL
CYCL OPHOSPHAMIDE
2GM/VIAL
CYT ARABINE
100MG/VIAL
CYT ARABINE
500MG/VIAL
DANT ROL E NE SODIUM
25MG
DANT ROL E NE SODIUM
T00MG
DANT ROL E NE SODIUM
50MG
DANT ROL E NE SODIUM
20MG/VIAL
T RADE NAME
)DOSAGE FORM; ROUT E)
INT AL
(SOL UT ION; INHAL AT ION)
FL E XE RIL
(T ABL E T; ORAL)
FL E XE RIL
(T ABL E T; ORAL)
CYT OXAN
(INJE CT ABL E; INJE CT ION)
NE OSAR
(INJE CT ABL E; INJE CT ION)
CYT OXAN
(INJE CT ABL E; INJE CT ION)
CYT OSAR-U
(INJE CT ABL E; INJE CT ION)
CYT OSAR-U
(INJE CT ABL E; INJE CT ION)
DANT RIUM
(CAPSUL E; ORAL)
DANT RIUM
(CAPSUL E; ORAL)
DANT RIUM
(CAPSUL E; ORAL)
DANT RIUM .
(INJE CT ABL E; INJE CT ION)
APPL ICANT NAME
FISONS
MS& D/ME RCK
MS& D/ME RCK
ME AD JOHNSON/B-M
ADRIA L ABORAT ORIE S
ME AD JOHNSON/B-M
UPJOHN
UPJOHN
NORNICH E AT ON/P& G
NORNICH E AT ON/P& G
NORNICH E AT ON/P& G
NORNICH E AT ON/P& G
NDA NO.
APPROVAL DAT E
18-596
05-28-82
17-821
08-26-77
17-821
08-26-77
12-142
08-30-82
87-442
07-08-83
12-142
08-30-82
16-793
06-17-69
16-793
06-17-69
17-443
01-15-74
17-443
01-15-74
17-443
10-10-75
18-264
09-18-79

Ð ÐÐ¢Ð•NÐ¢ NO.
E XP.  DAT E
3686412
08-22-89
3777033
08-22-89
3419578
12-31-85
3975536
08-17-93
3454643
07-08-86
3882246
05-06-92
3454643
07-08-86
3882246
05-06-92
3444294
05-13-86
3444294
05-13-86
3415821
12-10-85
3415821
12-10-85
3415821
12-10-85
3415821
12-10-85
E XCL USIVIT Y
E XP.  DAT E
I-22
01-19-88
NS
09-24-86
N5
09-24-86
NS
09-24-86
IV-33



78-Ð1
98-9Z Â60
SN
BL VD `0XB
111015O331B
98â€˜80-10
7997978
98-80-10
8697978
98Â90-10
vssvsvs
99-90-Â¿0
8697978
98-80-10
7997978
98-80-10
8697978
98-80-10
7997978
98-80-10
8697978
98-80-10
7997978
98-80-10
8697978
98-80-10
7997978
98-80-10
8697978
98-80-10
7997978
98-80-10
8697978
98-80-10
7997978
98-80-10
8697978
98-10-01
9171178
B110 '0XB
ION L NBL Vd
28-11-20
668-71
11â€˜10-80
.668-71
11-10-80
668-71
11-10-80
668-71
19-60-10
66E-71
79-02-11
668-71
89-01-70
l29-El
79-81-21
l29-8l
89-10-70
192-91
B11D 1100D0dV
'ON VDN

83Ð3 MOU/8OU

8Ð— Ð3 M00/MOU

83Ð3 M00/M00

N3Ð3 MOU/MOU

Ð¸Ð·Ð½ Ñ Moo/M00

83Ð3 MOU/M00
3338838
3138838
31388Ð—8
1138838
1338838
3138838
531801780871 AS0
531801780871 AS0

ÐD13D-7013/7013
B0VN 1NV3130O1
(1780 t131871)
NIN78880N
(1780 t131871)
NIN78880N
(1780t131871)
NIN78880N
(1780 5131871)
NlwvuduoN
(1vu0 =13m m )
.  Nlwvu8uon
(1780 5131871)
NI89888ON
(1780 53305893)
3N78301838
(1780 tE H0S873)
3N78301838

(Ð¼ Ð¾ 11ÑÐ·Ð³Ð¼ 1 =Ð·Ñ‚ÑÑ‡1ÑÐ·Ð³Ð¼ 1)
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anlwvu8lsan
9800l
3NIN788IS3G
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3NI87881530
HNOS
3NIN788T S30
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98DS
E NIN788IS3G
98SZ
3NIÐ˜7881$30

171Ð/98009
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T ABL E IV.

NDA'S APPROVE D FROM 1-1-82 Ð¢Ðž 5-31-85 ÐND NDA'S NIT H APPROPRIAT E PAT E NT ÐND E XCL USIVIT Y INFORMAT ION
ACT IVE IN RE DIE NT
ST RE NGT HIS)
DE SMOPRE SSIN ACE T AT E
0.01%
DE SMOPRE SSIN ACE T AT E
0.004MG/ML
DE SONIDE
0.05%
DE SOXIME T ASONE
0.05%
DE SOXIME T ASONE
0.05%
DE SOXIME T ASONE
0.25%
DE XAME T HASONE
6MG
DE XAME T HASONE
6MG
DE XAME T HASONE
6MG
DE XT R0ME T HORPHAN HYDROBR0MIDE;
PR0ME T HAZ INE HYDROCHL ORIDE
15MG/5ML; 6.25MG/5ML
DE XT ROSE
60GM/100ML
DE XT ROSE
7OGÐœ/100ML
T RADE NAME
)DOSAGE FORM; ROUT E)
DDAVP
(SOL UT ION; NASAL)
DDAVP
(INJE CT ABL E; INJE CT ION)
DE SONE N
(CRE AM; T OPICAL)
T OPICORT
(GE L; T OPICAL)
T OPICORT
(OINT ME NT; T OPICAL)
T OPICORT
(OINT ME NT; T OPICAL)
DE CADRON
(T ABL E T; ORAL)
DE XAME T HASONE
(T ABL E T; ORAL)
DE XAME T HASONE
(T ABL E T; ORAL)
PHE NE RGAN N/ DE XT ROME T HORPHAN
(SYRUP; ORAL)
DE XT ROSE 60% IN PL AST IC
CONT AINE R
(INJE CT ABL E; INJE CT ION)
DE XT ROSE 70% IN PL AST IC
CONT AINE R
(INJE CT ABL E; INJE CT ION)
APPL I ANT NAME
ARMOUR PHARM
ARMOUR PHARM
OW E N L ABS/DE RM PRODS
HOE CHST-ROUSSE L
HOE CHST-ROUSSE L
HOE CHST-ROUSSE L
MS& D/ME RCK
PAR PHARMACE UT ICAL
ROXANE L ABORAT ORIE S
NYE T H L ABS/AMHO
T RAVE NOL L ABS
T RAVE NOL L ABS
NDA N .
APPROVAL DAT E
17-922
02-21-78
18-938
03-30-84
19-048
12-14-84
18-586
03-29-82
18-594
01-17-85
18-763
09-30-83
11-664
07-30-82
88-481
11-28-83
88-316
09-15-83
11-265
04-02-84
17-521
03-26-82
17-521
03-26-82
PAT E NT NÐž.

Ð•Ð¥Ð .  DÐÐ¢Ð•
3497491
02-24-87
3497491
02-24-87
E XCL IVIT Y
E XP.  DAT E
NDF
09-24-86
NDF
09-24-86
NDF
09-24-86
NOF
09-24-86
NS
09-24-86
NS
09-24-86
NS
09-24-86
111435



IV-36
ACTIVE INGREDIENT S
STRENGTH 5
DEXTROSE
6OGM/1O0ML
DEXTROSE
3OGM/100ML
DEXTROSE
6OGM/100ML
DEXTROSE
6OGM/T00ML
DEXTROSE
7OGM/100ML
DEXTROSE
4OGM/100ML
DEXTROSE
SOGH/TOOML
DEXTROSE
20GM/100ML
DEXTROSE
38.5GM/100ML
DEXTROSE
50MG/ML
TRADE NAME
DO AGE F RM' ROUTE
DEXTROSE 60%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 30%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 60% IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 60%
(INJECTABLE; INJECTION)
DEXTROSE 70% IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 40% IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 50% IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 20% IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 38.5% IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5% IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
ABBOTT LABORATORIES
ABBOTT LABORATORIES
AM MCGAN/AM HOSP
AM MCGAN/AM HOSP
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
NDA 00.
APPROVAL DATE
19-346
01-25-85
19-345
01-26-85
17-995
04-27-78
17-995
09-22-82
18-561
03-23-82
18-562
03-23-82
18-563
03-23Â82
18-564
03-23-82
18-923
09-19-84
19-222
07-13-84
PATENT NO.
EXP. DATE
3729568
04-24-90
3729568
04-24-90
EXCLUSIVITY
EXP. DATE
TADLE IV. NDA'S APPROVED FROM 1ÂTÂ82 TO 5-31-85 Ð0D NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢Ðž 5-31-85 ÐND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S TRADE NAME APPLICANT NAME NDA NÐž. PATENT ND. EXCLUSIVITY
STRENGTH S DOSAGE FORM' ROUTE APPROVAL DATE EXP. DATE EXP. DATE
DEXTROSE; BOPANINE HYDROCHLORIDE DOPANINE HCL ABBOTT LABORATORIES 18-132 NC
55N/100ML; BOMG/100ML (INJECTABLE; INJECTION) 02-04-82 09-24-55
DEXTROSE; BOPAÐœINE HYDROCHLORIDE BOPANINE HCL ABBOTT LABORATORIES 18-132 NC
SGM/T00ML; 150MG/T00ML (INJECTABLE; INJECTION) 02-04-82 09-24-86
DEXTROSE; DOPANINE HYDROCHLORIDE DOPANINE HCL IN PLASTIC ABBOTT LABORATORIES 18-826 NC
5GN/T00ML; BOMG/T00ML CONTAINER 09-30-83 09-24-86
(INJECTABLE; INJECTION)
DEXTROSE; BOPAÐœINE HYDROCHLORIDE DOPANINE HCL IN PLASTIC ABBOTT LABORATORIES 18-826 NC
sGM/T00ML; 150MG/100ML CONTAINER 09-30-83 09-24-86
(INJECTABLE; INJECTION)
DEXTROSE; DOPAÐœINE HYDROCHLORIDE DOPANINE HCL IN PLASTIC ABBOTT LABORATORIES 18-826 NC
SGM/100ML; 320MG/100ML CONTAINER 09-30-53 09-24-86
` (INJECTABLE; INJECTION)
DEXTROSE; HEPARIN SODIUM HEPARIN SOBIUN 1,000 UNITS Ðn MCGAN/AM HOSP 19-130 NC
SGM/100ML; 200 UNITS/100ML ANB DEXTROSE 5B IN 12-31-B3 09-24-86
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; HEPARIN SODIUM HEPARIN SODIUM 2,000 UNITS AM MCGAN/AM HOSP 19-130 NC
SGM/100ML; 200 UNITS/100ML AND DEXTROSE 5% IN 12-31-83 09-24-86
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; HEPARIN SODIUM HEPARIN SODIUM 5,000 UNITS AM MCGAN/AM HOSP 19-130 NC
SGM/100ML; 1,000 UNITS/100ML AND DEXTROSE 5% IN 12-31-83 09-24-86
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; HEPARIN soDIuM HEPARIN SODIUM 20,000 UNITS TRAVENOL LABS 18-814 NC
SGM/100ML; 4,000 UNITS/100ML AND DEXTROSE 5% IN lO-3l-83 09-24-86
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
IV-37



IV-38
ACTIVE INQREDIENTIST TRADE NAME APPLICANT NAME NDA 00. PATENT NO. EXCLUSIVITY
SIREN TH IDQSAQE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
DEXTROSE; HEPARIN SODIUM HEPARIN SODIUM ABBOTT LABORATORIES 18-911
SGM/100ML; 5,000 uNITS/T00ML 12,500 UNITS O1-30-85
IN OExTROSE ÑÑ…
(INJECTABLE; INJECTION)
OEÐ¥TROSE; HEPARIN SOOIUM HEPARIN SODIUM -ABBOTT LABORATORIES T9-339
SGM/100ML; 5,000 UNITS/100ML 12,500 UNITS 03-27-85
IN DExTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DExTROSE; HEPARIN SODIUÐœ HEPARIN SODIUM ABBOTT LABORATORIES 19-339
SGÐœ/100ML; 5,000 UNITS/100ML 25,000 UNITS 03-27-85
IN OExTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
OExTROSE; HEPARIN SOOIUM HEPARIN SODIUM AN MCGAN/AÐœ HOSP 19-134
SGM/1ODML; 5,000 UNITS/l00ML 25000 UNITS 03-29-85
IN OExTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; HEPARIN SODIUM HEPARIN SODIUM ABBOTT LABORATORIES 18-911
SGM/10OML; 10,000 UNITS/l00ML 10,000 UNITS OTÂ30-85
IN DExTROSE 5%
(INJECTABLE; INJECTION)
OEÐ¥TROSE; HEPARIN SODIUM HEPARIN SODIUM ABBOTT LABORATORIES 19-339
SGM/100ML; l0,000 UNITS/100ML l0,000 UNITS 03-27-85
IN OExTROSE ÑÑ…
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
OEÐ¥TROSE; HEPARIN SODIUM HEPARIN SODIUM ABBOTT LABORATORIES 18-911
SGM/100ML; 10,000 UNITS/100ML 25,000 UNITS 01-30-85
IN DEXTROSE 5%
(INJECTABLE; INJECTION)
TABLE IV. NDA'S APPROVED FROM T-1fOZ TO 5-31-85 ÐND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢Ðž 5-31-85 ÐND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTH S
DEXTROSE; HEPARIN SODIUM
SGM/100ML; 10,000 UNITS/100ML
DEXTROSE; LIDOCAINE HYDROCHLORIDE
5GM/100ML; BOOMG/TOOML
DEXTROSE; LIDOCAINE HYDROCHLORIDE
SGM/100ML; B00MG/100ML
DEXTROSE; LIDOCAINE HYDROCHLORIDE
SGM/100ML; 200MG/100ML
DEXTROSE; LIDOCAINE HYDROCHLORIDE
SGM/100ML; 400MG/100ML
DEXTROSE; LIDOCAINE HYDROCHLORIDE
SGM/100ML; B00MG/100ML
DEXTROSE; MAGNESIUM CHLORIDE;
POTASSIUM CHLORIDE;
POTASSIUM PHOSPHATE DIBASIC;
SODIUM ACETATE
SGM/100ML; 3TMG/100ML;
T30MG/100ML; 26MG/100ML;
320MG/100ML
TRADE NAME
)DOSAGE FORM; ROUTE)
HEPARIN SODIUM
25,000 UNITS
IN DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
LIDOCAINE HCL 0.8%
IN DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
LIDOCAINE HCL 0.8%
AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
LIDOCAINE HCL 0.2%
AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
LIDOCAINE HCL 0.4%
AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
LIDOCAINE HCL 0.8%
AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
ISOLYTE Ð  N/
DEXTROSE 5% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
ABBOTT LABORATORIES
ABBOTT LABORATORIES
TRAVENOL LABS
AM nCGÐW/ÐÐœ HOSP
AM ÐœCGÐW/ÐÐœ HOSP
AM MCGAN/AM HOSP
AM MCGAN/AM HOSP
NDA NÐž.
APPROVAL DATE
PATENT NÐž.
EXP. DATE
19-339
03-27-85
18-388
11-05-82
18-461
02-22-82
18-967
03-30-84
18-967
03-30-84
18-967
03-30-84
19-025
Ð 12-27-84
EXCLUSIVITY
EXP. DATE
NS
09-24-86
NS
09-24-86
NS
09-24-86
N5
09-24-86
NS
09-24-86
1v-39



IV-4O
ACTIVE INOREDIENTIS)
STRENGTH 5
DEXTROSE; OXYTOCIN
SGM/100ML; 1 USP UNIT/100ML
DEXTROSE; OXYTOCIN
SGM/100ML; 1 USP UNIT/100ML
DEXTROSE; OXYTOCIN
SGM/100ML; 2 USP UNIT/100ML
DEXTROSE; OXYTOCIN
SGM/100ML; 2 USP UNIT/100ML
DEXTROSE; POTASSIUM CHLORIDE
SGM/100ML; 75MG/100ML
DEXTROSE; POTASSIUM CHLORIDE
SGM/100ML; TS0MG/100ML
DEXTROSE; POTASSIUM CHLORIDE
SGM/100ML; 220MG/100ML
DEXTROSE; POTASSIUM CHLORIDE
SGM/100ML; 300MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; POTASSIUM
PHOSPHATE, MONOBASIC; SODIUM CHLORIDE;
SODIUM LACTATE
SGM/100ML; 205MG/100ML; 100MG/100ML;
120MG/100ML; 220MG/100ML
Ð¨
TOOSAGE FORM; ROUTE)
OXYTOCIN 5 USP
UNITS IN DEXTROSE 5%
(INJECTABLE; INJECTION)
OXYTOCIN 10 USP
UNITS IN DEXTROSE 5%
(INJECTABLE; INJECTION)
OXYTOCIN 10 USP
UNITS IN DEXTROSE 5%
(INJECTABLE; INJECTION)
OXYTOCIN 20 USP
UNITS IN DEXTROSE 5%
(INJECTABLE; INJECTION)
DEXTROSE 5% AND
POTASSIUM CHLORIDE 0.075%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5% AND
POTASSIUM CHLORIDE 0.15%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5% AND
POTASSIUM CHLORIDE 0.22%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5% AND
POTASSIUM CHLORIDE 0.3%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5% AND ELECTROLYTE
NO 75 IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
AM MCGAN/AM HOSP
AM MCGAN/AM HOSP
AM MEGAN/AM HOSP
TRAVENOL LABS
NDA 0 . PATENT NO.
APPROVAL DATE EXP. DATE
19-185
03-29-85
19-185
03-29-85
19-185
03-29-85
19-185
03-29-85
18-744
11-09-82
18-744
11-09-82
18-744
11-09-82
18-744
11-09-82
18-840
06-29-83
EXCLUSIVITY
TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 5-31Â85 ÐND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION



TABLE IV. NDAâ€™S APPROVED FROM 1-1-82 Ð¢Ðž 5-31-85 ÐND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
SIREN TH S
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; TS0MG/1O0ML; Q00MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 75MG/100ML; Q00MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/IO0ML; TS0MG/1OOML; 9O0MG/1ODML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; TS0MG/1D0ML; 900MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 300MG/100ML; 900MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 224MG/100ML; 900MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 3O0MG/100ML; Q00MG/100ML
TRADE NAME
)DOSAGE FORM; ROUTE)
POTASSIUM CHLORIDE
5MEQ IN DEXTROSE 5%
AND SODIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
TOMEO IN DEXTROSE 5%
AND SODIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
10MEQ IN DEXTROSE 5%
AND SODIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
20ÐœÐ•0 IN DEXTROSE 5%
AND SODIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
20MÐ•0 IN DEXTROSE 5%
AND SODIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
Ð—ÐžÐœÐ•Ðž IN DEXTROSE 5%
AND SODIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
40MÐ•0 IN DEXTROSE 5%
AND SODIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
LABS
LABS
LABS
LABS
LABS
LABS
LABS
NDA NÐž.
APPROVAL DATE
19-308
04-05-85
19-308
04-05-85
19-308
04-05-85
19-308
04-05-85
19-308
04-05-85
19-308
04-05-85
19-308
04-05-85
Ð ÐÐ¢Ð•NÐ¢ NO.
EXP. DATE
EXCLUSIVITY
EXP. DATE
IV-4T



27-Ð1
XL IAISOT3XB
88-91-20
199-81
88-91-20
199-81
88-01-20
999-81
88-01-20
999-81
88-01-20
999-81
88-01-20
999-81
88-01-20
999-81
88-01-20
999-81
B1VD 3100D0dV
' N 1ON
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(N011330NI 531871330NI)
83NI71N03 3115718 NI 03801

301801Ð3 801557108 0N7 %2'0
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(N011330NI t31871330NIâ€º
83NI71N03 3115718 NI 03807

301801Ð3 801557108 0N7 xSP 0

301801Ð3 801005 â€˜%5 35001X30
(N011330NI 531871330NI)
83NI71N03 3115718 NI 03805

301801Ð3 801557108 0N7 BSP 0

301801Ð3 8010OS â€˜%5 35081Ð¥30
(N011330NI 531871330NI)
83NI71N03 3115718 NI 03802

301801Ð3 801557108 0N7 %97`0

301801Ð3 8010OS â€˜%S 35081Ð¥30
(N011330NI t31871330NI)
83NI71N03 3115718 NI 03802

301801Ð3 801557108 0N7 %57â€˜0

301801Ð3 8010OS â€˜%5 35081Ð¥30
(N011330NI 531871330NI)
83NI71N03 3115718 NI 03851

301801Ð3 801557108 0N7 %57'0
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(N011330NI 531871330NI)
83NI71N03 3115718 NI 03801

301801Ð3 801557108 0N7 %57'0
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MENNWHWMNWNHUNMÃ¤MMMWWMWMMMMMWMMMWMWWW
ACTIVE INGREDIENT S
SIREN TH S
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; IS0MG/100ML; 200MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 224MG/100ML; 200MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 75MG/1O0ML; 330MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; TS0MG/100ML; 330MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 224MG/100ML; 330MG/1O0ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; IS0MG/100ML; 330MG/1O0ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 75Ð¼Ñ/1Ð¾Ð¾Ð¼ÑŒ; Ð·Ð·Ð¾Ð¼Ð²/1Ð¾Ð¾Ð¼ÑŒ
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 300MG/100ML; 330MG/1O0ML
TRADE NÐÐœÐ•
LDQSAGE FORM; ROUTE)
DEXTROSE 5%, SODIUM CHLORIDE
0.2% AND POTASSIUM CHLORIDE
20MÐ•0 1N PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE
0.2% AND POTASSIUM CHLORIDE
30MEQ IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
5nÐ•0 1N PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
10ÐœÐ•0 IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
15ÐœÐ•0 IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
20MÐ•0 IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
10ÐœÐ•0 IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
20MÐ•0 IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLI ÐNÐ¢ NÐÐœÐ•
TRAVENOL
TRAVENOL
lâ€™
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
LABS
LABS
LABS
LABS
LABS
LABS
LABS
LABS
PATENT NÐž.
Ð¨
NDA NO.
APPROVAL DATE
18-567
02-16-83
18-567
02-16-83
18-629
03-23-82
18-629
03-23-82
18-629
03-23-82
18-629
03-23-82
18-629
03-23-82
18-629
03-23-82
EXCLUSIVITY
IV-43



77-Ð1
ALIAISNT3XB
78-10-11
880-61
78-71-21
112-61
78-10-11
880-61
78-71-21
112-61
78-10-11
EBÐž-6l
78-71-21
112-61
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TADLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢Ðž 5-31Â85 ÐND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTH S
DEXTROSE; THEOPHYLLINE
SGM/T00ML; 200MG/100ML
DEXTROSE; THEOPHYLLINE
5GM/10OML; 200MG/10OML
DEXTROSE; THEOPHYLLINE
SGM/100ML; 400MG/100nÐ•
DEXTROSE; THEOPHYLLINE
5GM/10OML; 400MG/100MÐ•
DEXTROSE; THEOPHYLLINE
SGM/T00ML; 400MG/100ÐœÐ•
DEXTROSE; THEOPHYLLINE
50M/T00ML; BOMG/100ML
DEXTROSE; THEOPHYLLINE
SGM/T00ML; TÃ³OMG/10OML
DEXTROSE; THEOPHYLLINE
SGM/T00ML; 200MG/T00ML
DEXTROSE; THEOPHYLLINE
SGM/10OML; 400MG/T00ÐœÐ•
TRADE NAME
(DOSAGE FORM; ROUTE)
THEOPHYLLINE IN
DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE 0.2%
AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE IN
DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE 0.4%
AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
ABBOTT LABORATORIES
AM MCGAN/AM HOSP
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
NDA NO. PATENT NO.
APPROVAL DATE EXP. DATE
19-211
12-14-84
19-212
11-07-84
19-211
12-14-84
19-212
11-07-84
18-649
07-26-82
18-649
07-26-82
18-649
07-26-82
18-649
07-26-82
18-649
07-26-82
EXCLUSIVITY
IV-45
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8010OS 3170ZI81710
53NIN01D3N 3170ZI81710
Ð¸Ð· t%25
8010OS 3170Z181710
53NI801938 3170ZI01710
%08
3NI803938
3170ZI81710
HL NBNLS
LNB1DBD NI BA1131
N011VND03NI 111015OT313 DN1 LNB1Vd B111DdOD0dV HLIM STVDN DN1 SB-LC-S OL ZB-L-L 00D3 DBA0D0dV STVDN 'AI BTBVL



TABLE IV. NDA'S APPROVED FROM Ð¢-Ð¢-82 Ð¢Ðž 5-31-85 ÐND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENOTHTS)
DICYCLOMINE HYDROCHLORIDE
10MG/ML
DICYCLOMINE HYDROCHLORIDE
10MG/5ML
DIFLORASONE DIACETATE
0.05%
DIFLORASONE DIACETATE
0.05%
DIFLUNISAL
250MÐ‘
DIFLUNISAL
500MG
DIGOXIN
0.2MG
DIGOXIN
0.05MG
DIGOXIN
O.T5MG
DIGOXIN
O.TMG
DIHYDROERGOTAMINE MESYLATE;
HEPARIN SODIUM; LIDOCAINE HYDROCHLORIDE
0.5MG/0.5ML; 2500 UNITS/0.5ML;
5.33MG/0.5ML
TRADE NAME
)DOSAGE FORM; ROUTE)
BENTYL
(INJECTABLE; INJECTION)
BENTYL
(SYRUP; ORAL)
FLORONE
(CREAM; TOPICAL)
FLORONE
(OINTMENT; TOPICAL)
DOLOBID
(TABLET; ORAL)
DOLOBID
(TABLET; ORAL)
LANOXICAPS
(CAPSULE;TORAL)
LANOXICAPS
(CAPSULE; ORAL)
LANOXICAPS
(CAPSULE; ORAL)
LANOXICAPS
(CAPSULE: ORAL)
EMBOLEX
(INJECTABLE; INJECTION)
Ð¨
MERRELL DON/DON CHEM
MERRELL DON/DON CHEM
UPJOHN
UPJOHN
MS&D/MERCK
MS&D/MERCK
BURROUGHS NELLCOME
BURROUGHS NELLCOME
BURROUGHS WELLCOME
BURROUGHS WELLCOME
SANDOZ PHARMS/SANDOZ
NDÐ NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
08-370
10-15-84
07-951
10-15-84
17-741 3980778
09-14-77 09-14-93
17-994 3980778
03-01-78 09-14_93
1Ðµ_445 3714225 NCÐ•
04-19-82 08-01-89 04-19-92
3674870
07-04-89
18-445 3714225 NCE
04-19-82 08-01-89 04-19-92
3574870
07-04-89
18-118 NDF
07-26-82 09-24-85
18-118 NDF
07-26-82 09-24-85
18-118 Ns
09-24-84 09-24-85
18-118 Ð¼Ð¾Ð³
07-25-82 09-24-85
18-885 4451458 Ð¼Ñ
11-30-84 05-29-01 11-30-87
4402949
09-05-00



IV-48
STRENGTH S LDOSAGE FORM: ROUTE) Ð¨ Ð¨ Ð¨
DIHYDROERGOTAMINE MESYLATE; EMBOLEX SANDOZ PHARMS/SANDOZ 18-885 4451458 NC
HEPARIN SODIUM; LIDOCAINE HYDROCHLORIDE (INJECTABLE; INJECTION) 11-30-84 05-29-01 11-30-87
0.5MG/0.7ML; 5000 UNITS/0.7ML; 4402949
7.46MG/0.7ML O9-O6-00
DILTIAZEM HYDROCHLORIDE CARDIZEM MARION LABORATORIES 18-602 3562257 NCE
30MG (TABLET; ORAL) 11-05-82 02-09-88 11-05-92
DILTIAZEM HYDROCHLORIDE CARDIZEM MARION LABORATORIES 18-602 3562257 NCE
60MG (TABLET; ORAL) 11-05-82 02-09-88 11-05-92
DIMETHYL SULFOXIDE RIMSO-SO RESEARCH INDUSTRIES 17-788 3549770
50% (SOLUTION; URETHRAL) 04-04-78 12-22-87
DINOPROST TR0METHAMINE PROSTIN F2 ALPHA UPJOHN 17-434 3657327
EQ 5MG BASE/ML (INJECTABLE; INJECTION) 11-26-73 O4-18-87
3706789
12-19-89
3778506
12-11-90
DINOPROSTONE PROSTIN E2 UPJOHN 17-810 3899587
20MG (SUPPOSITORY; VAGINAL) 08-23-77 08-12-92
3598858
08-10-88
DIPIVEFRIN HYDROCHLORIDE PROPINE ALLERGAN PHARMS 18-239 3839584
0.1% (SOLUTION; OPHTHALMIC) 05-02-80 10-01-91
3809714
05-07-91
DISOPYRAMIDE PHOSPHATE NORPACE CR SEARLE/SEARLE PHARMS 18-655 NDF
EQ T00MG BASE (CAPSULE, CONTROLLED 07-20-82 09-24-86
RELEASE; ORAL)
DISOPYRAMIDE PHOSPHATE NORPACE CR SEARLE/SEARLE PHARMS 18-655 NDF
EQ 150MG BASE (CAPSULE, CONTROLLED 07-20-82 09-24-86
RELEASE; ORAL)
DIVALPROEX SODIUM DEPAKOTE ABBOTT LABORATORIES 18-723 NE
EQ 250MG BASE (TABLET, ENTERIC COATED; 03-10-83 09-24-86
ORAL)
TABLE IV. NDA'S APPROVED FROM 1-1Â82 TO 5-31-85 ÐND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION



Ð¨ Ð¦ ÐœÐ®Ð©Ð©ÐœÐ¨ ÐœÐÐ« Ð¨ Ð¨ ÐœÐ¨ Ð©Ð©Ð¨ ÐœÐœÐœÐ¨ Ð¨ Ð¨ Ð¨ Ð¨ Ð©Ð¨ Ð¨ Ð¨ Ð¨ Ð¨
_Å•
ACTIVE INOREDIENT)S)
STRENOTH)S)
BIVALPRoEÐ¥ SoBIUÐœ
EQ 500MG BASE
DOBUTAMINE HYDROCHLORIDE
EQ 250MG BASE/VIAL
DOPAMINE HYDROCHLORIDE
B0MG/ML
DOPAMINE HYDROCHLORIDE
S0MG/ML
DOPAMINE HYDROCHLORIDE
Â¿T0MG/ML
DOPAMINE HYDROCHLORIDE
AOMG/ML
DOXEPIN HYDROCHLORIDE
EQ 25MG BASE
DOXEPIN HYDROCHLORIDE
EQ 50MG BASE
DOXEPIN HYDROCHLORIDE
EQ 10MG BASE
DOXEPIN HYDROCHLORIDE
Ð½Ð¾ 100MG BASE
DOXEPIN HYDR0CHLORIDE
EQ 75M@ BASE
DOXEPIN HYDROCHLORIDE
EQ 150MG BASE
DOXEPIN HYDROCHLORIDE
EQ T0MG BASE
TRADE NAME
)DOSAGE FORM; ROUTE)
DEPAKOTE
(TABLET, ENTERIC COATED;
ORAL)
DOBUTREX
(INJECTABLE; INJECTION)
DOPAMINE HCL
(INJECTABLE; INJECTION)
DOPAMINE
(INJECTABLE; INJECTION)
DOPAMINE HCL
(INJECTABLE; INJECTION)
DOPAMINE
(INJECTABLE; INJECTION)
SIÐœÐ•0UÐN
(CAPSULE; oRAL)
SINEQUAN
(CAPSULE; ORAL)
SINÐ•00ÐN
(CAPSULE; oRAL)
SINEQUAN
(CAPSULE; ORAL)
SINEQUAN
(CAPSULE; ORAL)
SINEQUAN
(CAPSULE; ORAL)
ADAPIN
(CAPSULE; ORAL)
APPLICANT NAME
ABBOTT LABORATORIES
ELI LILLY
ABBOTT LABORATORIES
ELKINS-SINN/AHROBINS
BRISTOL LABS/B-M
ASTRA PHARM PRODS
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER
PENNWALT PHARM
NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-723 NÐ•
03-10-83 09-24-86
17-820 3987200
07-18-78 10-19-93
18-132
07-09-82
18-398
03-22-82
18-549
03-11-83
18-655
06-28-83
16-798 3420851
09-23-59 01-07-86
16-798 3420851
09-23-59 01-07-86
15-798 3420851
03-31-75 01-07-86
16-798 3420851
03-31-75 01-07-86
16-798 3420851
05_04_75 01-07-86
16-798 3420851
03-15-78 01-07-85
16-987 3420851
01-31-72 01-07-86
IV-49



09-Ð1
26-82-21
33N
06-18-90
33N
06-18-90
33N
06-18-90
33N
B1VD 'dXB
111015OT T XB
16-12-90
1712188
26-12-10
1282988
18-80-60
8181298
98-82-60
l106978
16-10-01
7196888
06-02-20
9991118
98-10-10
l980278
98-10-10
l980278
98-10-10
1980278
98-10-10
1980278
98-10-10
1980278
B1VD 'dXB
'ON L NBL Vd
91-08-80
191-Â£l
21-82-80
180-11
28-82-21
191-81
98-18-90
199-81
98-18-90
lS9-Bl
98-18-90
199-8l
98-18-90
199-81
71-11-80
919-11
08-91-70
186-91
11-21-21
186-91
21-18-10
186-91
21-18-10
186-91
B1VD 1100D0dV
'ON VDN

S0088 887Ð8 78157
309/153007N7

173110339887Ð8 OÐl80
038180
0381N0
0381N0
0381N0
83Z138/5871 832138

887Ð8 1178NN38

887Ð8 1178NN38

887Ð8 1178NN38

887Ð8 1178NN38
BNV0 L N13110dV
(N011330NI 131871330NI)
153N7800

(N011717ÐNI t010011)

3N78Ð13
(1731801 587383)
310Z713385
(1780 tT I0S873)
1001070
(1780 531058v3)
10NI078
(1780 531088931
10NI878
(1780 53105893)
10NI078
(1780 531781N33N03)
N7003N15
(1780 53105893)
NI8707

(1780 53`|Ã1S893I
N187O7
(1780 t310S873)
NI8707
(1780 531038931
NI0707
(BL OOD ~NDO3 BOVSODI
BNVN BD1D1
%S'0 t '1N/98900'0

301801Ð3080ÐÐ 3N19300113 53NI8Ð83NI83
%6'66
3N780i3N3
%l
31781IN 310Z7N033
989'2
1001970000
9801
10NI87N080
9NS
10NI87N080
9NS'2
30NI87N080
T N/3570 9801 03

301801Ð3080ÐÐ NI03Ñ…00
3570 9851 03

301801Ð3080ÐÐ½  NI83X00
3579 98001 03

301801Ð3080ÐÐ NI83Ñ…00
3579 9805 03

301801Ð3080ÐÐ½  NI03X00
3570 9852 03

301801Ð3080ÐÐ NI83Ñ…00
5 HI0NT D15
5 L NB1DBD0NI BA1131
N011VND03NI AL IAISOT3XB DNV L NB1Vd B11IDdOD0dV HL IM ST1DN DNV SB-L C-S OL Z B-L-L  00D3 DBA0D0dV ST1DN 'AI BT BVL



T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 Ð¢Ðž 5-31-85 ÐND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT S
SIRE N T H S
E PINE PHRINE; E T IDOCAINE HYDROCHL ORIDE
0.005MG/ML; 1%
E PINE PHRINE; E T IDOCAINE HYDROCHL ORIDE
0.005MG/ML; 1.5%
E RGOL OID ME SYL AT E S
T MG
E RGOL01D ME SYL AT E S
T MG
E ST RADIOL
0.01%
E ST ROGE NS,  CONJUGAT E D
0.9MG
E T HINYL E ST RADIOL; L E VONORGE ST RE L
0.03MG; 0.15MG
E T HINYL E ST RADIOL; L E VONORGE ST RE L
0.03MG; 0.15MG
E T HINYL E ST RADIOL; L E VONORGE ST RE L
.0.03MG; 0.05MG
0.04MG; 0.075MG
0.03MG; 0.125MG
T RADE NAME
)DOSAGE FORM; ROUT E)
DURANE ST
(INJE CT ABL E; INJE CT ION)
DURANE ST
(INJE CT ABL E; INJE CT ION)
HYDE RGINE L C
(CAPSUL E; ORAL)
HYDE RGINE
(SOL UT ION; ORAL)
E ST RACE
(CRE AM; VAGINAL)
PRE MARIN
(T ABL E T; ORAL)
NORDE T T E-21
(T ABL E T; ORAL-21)
NORDE T T E-Z B
(T ABL E T; ORAL-28)
T RIPHASIL-28
(T ABL E T; ORAL-28)

APPL ICANT NÐÐœÐ•
AST RA PHARM PRODS
AST RA PHARM PRODS
SANDOZ PHARMS/SANDOZ
SANDOZ PHARMS/SANDOZ
ME AD JOHNSON/B-M
AYE RST L ABS/AMHO
NYE T H L ABS/AMHO
NYE T H L ABS/AMHO
W YE T H L ABS/AMHO
NDA NÐž.
APPROVAL DAT E
17-751
08-30-76
17-751
08-30-76
18-706
01-18-83
18-418
01-30-81
86-069
01-31-84
04-782
01-26-84
18-668
05-10-82
18-782
07-21-82
19-190
11-01-84

Ð ÐÐ¢Ð•NÐ¢ NO.
E XP.  DAT E
3862321
01-21-92
3812147
05-21-91
3862321
01-21-92
3812147
05-21-91
4366145
12-28-99
4138565
02-06-96
4436738
03-13-01
3666858
05-30-89
3850911
11-26-91
3959322
11-26-91
3666858
05-30-89
3850911
1 1 -26-91
3959322
11-26-91
3666858
05-30-89
3850911
11-26-91
3959322
11-26-91
3957982
05-18-93
E XCL USIVIT Y
E XP.  DAT E
NDF
09-24-86
NDF
09-24-86
NS
09-24-86
NC
09-24-86
NC
09-24-86
NS
11-01-87
IV-51



IV-52
ACTIVE INGREDIENT S
STRENGTHTST
ETHINYL ESTRADIOL; LEVONORGESTREL
0.03MB; 0.05MG
0.04MB; 0.075MG
0.03MG; 0.125MG
ETHINYL ESTRADIOL; NORETHINDRONE
0.035MG; 0.5MG AND TMG
ETHINYL ESTRADIOL; NORETHINDRONE
0.035MG; 0.5MG AND TMG
ETHINYL ESTRADIOL; NORETHINDRONE
0.035MG; 0.5MG AND TMG
ETHINYL ESTRADIOL; NORETHINDRONE
0.035ÐœG; 0.5MG AND TMG
ETHINYL ESTRADIOL; NORETHINDRONE
0.035MG; 0.5MG, O.75MG AND TMG
ETHINYL ESTRADIOL; NORETHINDRONE
0.035MG; 0.5MG, 0.75MG AND TMG
ETHINYL ESTRADIOL; NORETHINDRONE
0.035MG; 0.5MG AND TMG
ETHINYL ESTRADIOL; NORETHINDRONE
0.035MG; 0.5MG AND TMG
ETHINYL ESTRADIOL; NORGESTREL
0.05MG; 0.5MG
Ð¨
TDOSAGE FORM; ROUTE)
TRIPHASIL-21
(TABLET; ORAL-21)
ORTHO-NOVUM 10/11-21
(TABLET; ORAL-21)
ORTHO-NOVUM 10/11-28
(TABLET; ORAL-28)
TR1-NORINYL 21-DAY
(TABLET; ORAL-21)
TR1-NORINYL 28-DAY
(TABLET; ORAL-28)
ORTHD-N0VUM 7/7/7-21
(TABLET; ORAL-21)
ORTHO-NOVUM 7/7/7-28
(TABLET; ORAL-28)
ORTHO-NOVUM 7/14-21
(TABLET; ORAL-21)
ORTHO-NOVUM 7/14-28
(TABLET; ORAL-28)
OVRAL
(TABLET; ORAL-21)
APPLICANT NAME
NYETH LABS/AMHO
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
SYNTEX (FP)
SYNTEX (FP)
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
WYETH LABS/AMHÐž
NDA N0. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
19-192 3666858 NS
11-01-84 05-30-89 11-01-87
3850911
11-26-91
3959322
11-26-91
3957982
05-18-93
18-354 0-5
01-11-82 09-24-86
18-354 0-5
01-11-82 09-24-86
18-977 4390531 0-6
04-13-84 06-28-00 09-24-86
18-977 4390531 0-6
04-13-84 06-28-00 09-24-86.
18-985 0-3
04-04-84 09-24-86
18-985 0-3
04-04-84 09-24-86
19-004 0-4
04-04-84 09-24-86
19-004 0-4
04-04-84 09-24-86
16-672 3666858
04-16-68 05-30-89
3850911
11-26-91
3959322
11-26-91
TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 5-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢Ðž 5-31-85 ÐND NDA'S NITH APPROPRIATE PATENT ÐND EXCLUSIVITY INFORMATION
ACTIVE TNOREDIENTTS)
STRENCTHIS)
ETHINYL ESTRADIOL; NORGESTREL
0.05MG; O.5MG
ETHINYL ESTRADIOL; NORGESTREL
0.03MB; 0.3MG
ETHINYL ESTRADIOL; NORGESTREL
0.03MG; 0.3MG
ETIDOCAINE HYDROCHLORIDE
0.5%
ETIDOCAINE HYDROCHLORIDE
1%
ETIDRONATE DISODIUM
200MG
TRADE NAME
)DOSAGE FORM; ROUTE)
OVRAL-28
(TABLET; ORAL-28)
LO/OVRAL
(TABLET; ORAL-21)
LO/OVRAL-28
(TABLET; ORAL-28)
DURANEST
(INJECTABLE; INJECTION)
DURANEST
(INJECTABLE; INJECTION)
DIDRONEL
(TABLET: ORAL)
APPLICANT ÐœÐÐœÐ•
WYÐ•Ð¢Ð LABS/AMHO
NYETH LABS/AMHO
NYETH LABS/AMHO
ASTRA PHARM PRODS
ASTRA PHARM PRODS
NORWICH EATON/P&G
NDA NO.
APPROVAL DATE
16-806
11-26-68
17-612
03-17-75
17-802
03-16-76
17-751
08-30-76
17-751
08-30-76
17-831
09-01-77
Ð ÐÐ¢Ð•NÐ¢ NO.
EXP. DATE
3666858
05-30-89
3850911
11-26-91
3959322
11-26-91
3666858
05-30-89
3850911
11-26-91
3959322
11-26-91
3666858
05-30-89
3850911
11-26-91
3959322
11-26-91
3862321
01-21-92
3812147
05-21-91
3862321
01-21-92
3812147
05-21-91
4254114
03-03-98
4216211
08-05-97
4137309
01-30-95
3683080
08-08-89
EXCLUSIVITY
EXP. DATE
IV-53



IV-54
ACT IVE INGRE DIE NT S
ST RE NGT HISI
E T IDRONAT E DISODIUM
400MG
E T0MIDAT E
2MG/ML
E T OPOSIDE
20MG/ML
FE NFL URAMINE HYDROCHL ORIDE
60MG
FE NOPROFE N CAL CIUM
E Q 300MG BASE
FE NOPROFE N CAL CIUM
E Q 200MG BASE
FE NOPROFE N CAL CIUM
E Q 600MG BASE
FE NT ANYL CIT RAT E
Ð•0 0.05MG BASE/ML
FE NT ANYL CIT RAT E
Ð•0 0.05MG BASE/ML
FL UME T HASONE PIVAL AT E
0.03%
FL UNISOL IDE
0.025MG/INH
Ð¨
(DOSAGE FORM: ROUT E)
DIDRONE L
(T ABL E T; ORAL)
AMIDAT E
(INJE CT ABL E; INJE CT ION)
VE PE SID
(INJE CT ABL E; INJE CT ION)
PONDIMIN
(T ABL E T,  CONT ROL L E D
RE L E ASE; ORAL)
NAL FON
(CAPSUL E; ORAL)
NAL FON 200
(CAPSUL E; ORAL)
NAL FON
(T ABL E T; ORAL)
FE NT ANYL CIT RAT E
(INJE CT ABL E; INJE CT ION)
FE NT ANYL
(INJE CT ABL E; INJE CT ION)
L OCORT E N
(CRE AM; T OPICAL)
BRONAL IDE
(AE ROSOL; INHAL AT ION)
APPL ICANT NAME
NORW ICH E AT ON/P& G
ABBOT T L ABORAT ORIE S
BRIST OL L ABS/B-M
AH ROBINS
DIST A PRODS/L IL L Y
DIST A PRODS/L IL L Y
DIST A PRODS/L IL L Y
ABBOT T L ABORAT ORIE S
E L KINS-SINN/AHROBINS
CIBA/CIBA-GE IGY
SYNT E X L ABS/SYNT E X
NDA NO.
APPROVAL DAT E
17-831
07-06-84
18-227
09-07-82
18-768
11-10-83
16-618
07-27-82
17-604
03-16-76
17-604
10-15-80
17-710
03-16-76
19-115
01-12-85
19-101
O7-11-84
16-379
09-16-69
18-340
08-17-84
PAT E NT NO.  E XCL USIVIT Y
E XP.  DAT E E XP.  DAT E
4254114 NS
03-03-98 09-24-86
4216211
08-05-97
4137309
01-30-96
3683080
08-08-89
NCÐ•
09-07-92
3524844 NCE
08-18487 11-10-93
NDF
09-24-86
3600437
08-17-88
3600437
08-17-88
3600437
08-17-88
3499016
03-03-87
Ð¼ Ð¾ Ð³
09-24-86
T ABL E IV.  NDA'S APPROVE D FROM T-1-BZ T O 5-31-85 AND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION



T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 Ð¢Ðž 5-31-85 ÐND NDA'S NIIH APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT S
ST RE NGT H S
FL UOCINONIDE
0.05%
FL UOCINONIDE
0.05%
FL UPHE NAZ INE DE CANOAT E
25MG/ML
FL UPHE NAZ INE E NANT HAT E
25MG/ML
FL URANDRE NOL IDE
0.004MG/50 Ð¡Ðœ
FL URAZ E PAM HYDROCHL ORIDE
15MG
FL URAZ E PAM HYDROCHL ORIDE
Ð— Ðž MG
FUROSE MIDE
20ÐœG
FUROSE MIDE
40MG
FUROSE MIDE
40MG
FUROSE MIDE
2OMG
FUROSE MIDE
20MG
FUROSE MIDE
40MG
FUROSE MIDE
20MG
T RADE NAME
)DOSAGE FORM; ROUT E)
L IDE X
(SOL UT ION; T OPICAL)
VASODE RM
(CRE AM; T OPICAL)
PROL IXIN DE CANOAT E
(INJE CT ABL E; INJE CT ION)
PROL IXIN E NANT HAT E
(INJE CT ABL E; INJE CT ION)
CORDRAN
(T APE; T OPICAL)
DAL MANE
(CAPSUL E; ORAL)
DAL MANE
(CAPSUL E; ORAL)
FUROSE MIDE
(T ABL E T; ORAL)
FUROSE MIDE
(T ABL E T; ORAL)
FUROSE MIDE
(T ABL E T; ORAL)
FUROSE MIDE
(T ABL E T; ORAL)
FUROSE MIDE
(T ABL E T; ORAL)
FUROSE MIDE
(T ABL E T; ORAL)
FUROSE MIDE
(T ABL E T; ORAL)
APPL ICANT NAME
SYNT E X L ABS/SYNT E X
K-L INE PHARMS
E R 50UIBB AND SONS
E R 50UIBB ANB SONS
0151A PRODS/L IL L Y
ROCHE PRODUCT S
ROCHE PRODUCT S
CHE L SE A L ABORAT ORIE S
CHE L SE A L ABORAT ORIE S
SUPE RPHARM
SUPE RPHARM
Z E NIT H L ABORAT ORIE S
Z E NIT H L ABORAT ORIE S
L E DE RL E L ABS/AM CYAN
NDA NO.
APPROVAL DAT E
18.849
04-05-84
19-117
06-26-84
16-727
06-20-72
16-110
03-15-67
16-455
07-29-69
16-721
04-07-70
16-721
04-07-70
18-369
05-14-82
18-369
05-14-82
18-370
02-10-83
18-370
06-26-84
18-413
11-30-83
18-413
11-30-83
18-415
07-27-82

Ð ÐÐ¢Ð•NÐ¢ NO.
E XP.  DAT E E XP.  DAT E
NDF
09-24-86
3394131
07-23-85
3394131
07-23-85
3632740
01-04-89
4316897
02-23-99
4316897
02-23-99
E XCL USIVIT Y
IV-55



IV-56
ACTIVE.INGREDIENTLSI
STRENGTHfST
FUROSEMIDE
40MG
FUROSEMIDE
80MG
FUROSEMIDE
20MG
FUROSEMIDE
40MG
FUROSEMIDE
Ð—ÐžÐÐ•
FUROSEMIDE
10MG/ML
FUROSEMIDE
10MG/ML
FUROSEMIDE
B0MG
FUROSEMIDE
10MG/ML
FUROSEMIDE
T0MG/ML
FUROSEMIDE
T0MG/ML
FUROSEMIDE
40MG
FUROSEMIDE
20MG
FUROSEMIDE
40MG
TRADE NAME
TDOSAGE FORM; ROUTE)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(INJECTABLE; INJECTION)
FUROSEMIDE
(INJECTABLE; INJECTION)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(INJECTABLE; INJECTION)
FUROSEMIDE
(INJECTABLE; INJECTION)
FUROSEMIDE
(INJECTABLE; INJECTION)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
APPLICANT NAME
LEDERLE LABS/AM CYAN
LEDERLE LABS/AM CYAN
PARKE-DAVIS/W-L
PARKE-DAVIS/W-L
PARKE-DAVIS/W-L
PARKE-DAVIS/W-L
LYPH0MED
CORD LABORATORIES
NATCON
ABBOTT LABORATORIES
WYETH LABS/AMHO
DRUMMER/PHOENIX
INTL MEDICATION SYS
INTL MEDICATION SYS
NDA NO.
APPROVAL DATE
18-415
07-27-82
18-415
11-26-84
18-419
01-31-83
18-419
01-31-83
18-419
11-13-84
18-420
02-26-82
18-507
07-30-82
18-569
08-14-84
18-579
11-30-83
18-667
05-28-82
18-670
07-20-82
18-750
07-30-84
18-753
02-28-84
18-753
02-28-84
PATENT NO. EXCLUSIVITY
TABLE IV. NDA'S APPROVED FROM T-1-BZ TO 5-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION



NDA'S APPROVED FROM 1-1-82 Ð¢Ðž 5-31-85 ÐND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTTS)
STRENGTH S
FUROSEMIDE
40MG
FUROSEMIDE
20MG
FUROSEMIDE
40MG
FUROSEMIDE
20MG
FUROSEMIDE
40MG
FUROSEMIDE
I0MG/ML
FUROSEMIDE
T0MG/ML
GEMFIBROZIL
200MG
GEMFIBROZIL
3O0MG
GLIPIZIDE
5MG
GLIPIZIDE
T0MG
GLYBURIDE
1.25MG
TRADE NAME
)DOSAGE FORM; ROUTE)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(INJECTABLE; INJECTION)
FUROSEMIDE
(INJECTABLE; INJECTION)
LOPID
(CAPSULE; ORAL)
LOPID
(CAPSULE; ORAL)
GLUCOTROL
(TABLET; ORAL)
GLUCOTROL
(TABLET; ORAL)
MICRONASE
(TABLET; ORAL)
APPLICANT NAME
BARR LABORATORIES
ROXANE LABORATORIES
ROXANE LABORATORIES
KALAPHARM
KALAPHARM
INVENEX LABS/LIFE
INVENEX LABS/LIFE
PARKE-DAVIS/N-L
PARKE-DAVIS/W-L
ROERIG/PFIZER
ROERIG/PFIZER
UPJOHN
NDA NÐž. Ð ÐÐ¢Ð•NÐ¢ NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXPÂ¿_DATE
18-790
11-29-83
18-823
11-10-83
18-823
11-10-83
18-868
06-28-83
18-868
06-28-83
18-902
05-22-84
19-036
08-13-84
18-422 3674836
12-21-81 07-04-89
18-422 3674836
12-21-81 07-04-89
17-783 3669966 NCÐ•
05-08-84 04-21-92 05-08-94
17-783 3669966 NCÐ•
05-08-84 04-21-92 05-08-94
17-498 3426067 NÐ¡Ð•
05-01-84 04-21-92 05-01-94
3454635
04-21-92
3507954
04-21-92
3507961
04-21-92



IV-58
ACTIVE INGREDIENT S TRADE NAME APPLICANT NAME NDÐ NO. PATENT NO. EXCLUSIVITY
STRENGTHIST (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
GLYBURIDE MICRONASE UPJOHN 17-498 3426067 NCE
2.5MG (TABLET; ORAL) 05-01-84 04-21-92 05-01-94
3454635
04-21-92
3507954
04-21-92
3507961
04-21-92
GLYBURIDE MICRONASE UPJOHN 17-498 3426067 NCE
5MG (TABLET; ORAL) 05-01-84 04-21-92 05-01-94
3454635
04-21-92
3507954
04-21-92
3507961
04-21-92
GLYBURIDE DIABETA HOECHST-ROUSSEL 17-532 3426067 NCE
1.25MG (TABLET; ORAL) 05-01-84 04-21-92 05-01-94
3454635
04-21-92
3507961
04-21-92
3507954
04-21-92
4060634
09-07-93
GLYBURIDE DIABETA HOECHST-ROUSSEL 17-532 3426067 NCE
2.5MG (TABLET; ORAL) 05-01-84 04-21-92 05-01-94
3454635
04-21-92
3507961
04-21-92
3507954
04-21-92
4060634
09-07-93
TABLE IV. NDA'S APPROVED FROM 1-1-BZ TO B-31-BS AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION



E AE E E E IV.  NDA'S APPROVE D FROM T-IÃˆBE E T O 5-31-85 ÐND NDA'S VIT H APPROPRIAT E PAT E NT ÐND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT
SIRE N T H
GL YBURIDE
5MG
GONADORE L IN HYDROCHL ORIDE
E Q 0.1MG BASE/VIAL
GONADORE L IN HYDROCHL ORIDE
E Q 0.5ÐœG BASE/VIAL
GONADOT ROPIN,  CHORIONIC
2,000 UNIT S/VIAL
GONADOT ROPIN,  CHORIONIC
15,000 UNIT S/VIAL
GuANABE NZ ACE T AT E
E Q 4MG BASE
GUANABE NZ ACE T AT E
E Q BMG BASE
GUANADRE L SUL FAT E
T0MG
GUANADRE L SUL FAT E
25MG
111D1 NAME
0 11 11111- R 11
DIABE T A
(T ABL E T; ORAL)
FACT RE L
(INJE CT ABL E; INJE CT ION)
FACT RE L
(INJE CT ABL E; INJE CT ION)
CHORIONIC GONADOT ROPIN
(INJE CT ABL E; INJE CT ION)
CHORIONIC GONADOT ROPIN
(INJE CT ABL E; INJE CT ION)
NYT E NSIN
(T ABL E T; ORAL)
NYT E NSIN
(T ABL E T; ORAL)
HYL ORE L
(T ABL E T; ORAL)
HYL ORE L
(T ABL E T; ORAL)
APPL ICANT NAME
HOE CHST-ROUSSE L
AYE RST L ABS/AMHO
AYE RST L ABS/AMHO
CART E R-GL OGAU L ABS
CART E R-GL OGAU L ABS
W YE T H L ABS/AMHO
NYE T H L ABS/AMHO
UPJOHN
UPJOHN
NDA N
Ð¤
APPR VAL DAT E
17-532
05-01-84
18-123
09-30-82
18-123
09-30-82
17-016
12-27-84
17-016
02-15-84
18-587
09-07-82
18-587
09-07-82
18-104
12-29-82
18-104
12-29-82

Ð ÐÐ¢Ð•NÐ¢ N .

Ð•Ð¥Ð .  DÐÐ¢Ð•
3426067
04-21-92
3454635
04-21-92
3507961
04-21-92
3507954
04-21-92
4060634
09-07-93
3947569
03-30-93
4110438
08-29-95
3947569
03-30-93
4110438
08-29-95
3658993
04-25-89
3658993
04-25-89
3547951
12-15-87
3547951
12-15-87
E XCL USIVIT Y
E XP.  DAT E
NCE
05-01-94
NCÐ•
09-30-92
NCÐ•
09-30-92
NCÐ•
09-07-92
NCÐ•
09-07-92
NCÐ•
12-29-92
NCÐ•
12-29-92
IV-59



09ÂAI
98ÂSlÂb0
I66BE78
9BÂSlÂb0
I66BE78
98-73-60 98-91-70
SN I668872
98-91-70
1668878
98-91-P0
l668878
98-91-70
1668878
98-91-70
1668878
98-91-70
1668878
98-52-20
7186278
98-52-20
7186278
S8-OE-IO
ll6-0l
Z B-90-S0
620-Â¿1
lÂ£Â81Â50
E Z6-SI
Â¿9-Zl-70
Z Z6-Sl
28-20-20
l26-91
7Â£Â9lÂ70
lZ6-Sl
7L-9l-70
lZ Ã¶-Sl
Â£9-Zl-70
IZ6-SI
Â¿9-Zl-70
IE6-Sl
Â£9ÂZl-7O
l26-91
l8-72-60
9E Â£ÂÂ£l
l8-7Z-60
9E Â£ÂÂ£l
BL VD 'dXB BL VD 'dXB
AL IAISDT3XB 'ON L NBL Vd
BL VD T VAODddV
ION VDN
(NOI1330NI t31O71D30N1)

%S7'0 301801Ð3 N0100S NI

S318O178087T 110887 SL IN0 000'9 H0100S N18983Ð
(N0II330NI t31B71330N1)

331T/587T X3N3ÐNI ÐS01B 8301 N18983Ð
(NOII330NI t31O71J30N1)

531801780871 113N3N 10O17Ð
(1780 531781N33N03)

531801780871 11Ð·Ð¼ ÑÐ¸ 10O17Ð
(1780 1131871)

N87Ð8 113N3N 1001vÐ
(1780 5131871)

Ð¸87Ð½ 8 11Ð·Ð¼ ÑÐ¸ 10017Ð½
(1780 t131871)

N87Ð8 113N38 T0017Ð
(1780 t131B71I

N87Ð8 T I3N38 10O17Ð
(1780 t I31071)

N87Ð8 T I3N3N 10O17Ð
(1780 5131871)

N87Ð8 T I3N3N 10O17Ð
(1780 t131B71I

DNIN3ÐJS Nv8Ixv8
(1780 5131871)

ÑÐ¼ 183Ð½ Ñ$ Nv8Ixv8

(BL OOD ÃNDO3 BDVSODI
BNVN L NV3ITddV BNVN BDVDL
T N/9HS'7 tT N/SIIN0 001

301801Ð3 H01DOS tH0100S N18983Ð
T8/5IIN0 01

N01ODS N18983Ð
1N/asv0 DNS 03
3171371 1001838017Ð½
1N/3570 98Z 03
31713v1 1Ð¾ Ð¿1838017Ð½
98OZ

T OG18B8017Ð
98OI

10O18Ð—8017Ð
98S

10O1838017Ð
98Z

10O1838017Ð
98I

10O1838017Ð
98S'O

10O183801VÐ
98O7

N983Z71VÐ
98OZ

N983Z71VÐ
L SIHL DNBDL S
S L NBIDBDDNI BAIL3V
NOIL VNDO3NI AL IAISOT3XB DNV L NBL Vd BL VIDdODddV HL IM ST VDN DNV SB-L C-S OL Z B-L-L  ÐœÐž03 DBAODddV ST VDN 'AI BT BVI



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 5-31-85 ÐND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTHIS)
HEPARIN SODIUM; SODIUM CHLORIDE
100 UNITS/ML; 4.5MG/ML
HEPARIN SODIUM; SODIUM CHLORIDE
5,000 UNITS/100ML; 450MG/100ML
HEPARIN SODIUM; SODIUM CHLORIDE
5,000 UNITS/100ML; 450MG/100ML
HEPARIN SODIUM; SODIUM CHLORIDE
10,000 UNITS/100ML; 450MG/100ML
HEPARIN SODIUM; SODIUM CHLORIDE
10,000 UNITS/100ML; 450MG/100ML
HEPARIN SODIUM; SODIUM CHLORIDE
10,000 UNITS/100ML; 450MG/100ML
HEPARIN SODIUM; SODIUM CHLORIDE
200 UNITS/100ML; 900MG/100ML
HEPARIN SODIUM; SODIUM CHLORIDE
200 UNITS/100ML; 900MG/l00ML
TRADE NÐÐœÐ•
)DOSAGE FORM; ROUTE)
HEPARIN SODIUM 5,000 UNITS
IN SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM 12,500 UNITS
IN SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM 25,000 UNITS
IN SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM 10,000 UNITS
IN SODIUM CHLORIDE 0.45%
(INJECTABLE; INJECTION)
HEPARIN SODIUM 10,000 UNITS
IN SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM 25,000 UNITS
IN SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM 1000 UNITS
IN SODIUM CHLORIDE 0.9%
(INJECTABLE; INJECTION)
HEPARIN SODIUM 1000 UNITS
AND SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
AM MCGAN/AM HOSP
TRAVENOL LABS
NDA NÐž.
APPROVAL DATE
PATENT NO.
EXP. DATE
18-916
01-31-84
18-916
01-31-84
18-916
01-31-84
18-911
01-30-85
18-916
01-31-84
18-916
01-31-84
19-042
03-29-85
18-609
04-28-82
EXCLUSIVITY
IV-61



29ÂAI
XLIAISOT3XB 'ON LNBLVd
58-08-10
116-81
78-l8-10
916-81
58-62-80
SEl-6l
78Âlâ‚¬Âl0
916-81
58-62-80
270-61
78-18-10
916-81
28-82-70
609-01
28-82-70
609-81
58-62-80
270Â6l
BLVD TVAODddV
'ON VDN
BLVD 'dXB
531801780971 110897
531801780871 110887
850Ð 89/87938 N7
53 1801780871 110887
850Ð 89/87938 N7
S31HO178087T 110887
5871 10N3Ð781
5971 10N3Ð781
850Ð 89/87938 N7
BNVN 1NV3ITddV
(NOI1330NI t31B7D30NII
%6'0 301801Ð3 80I00S NI
SIIN0 000'01 80100$ NI8983Ð
(N011330NI 531871330NI)
83NI71N03 311571d NI
%6'0 301801Ð3 NnI00S N1
SIINn 000'01 wnIOoS NI8983Ð
(N011330NI t31B71330NII
%6'0 301801Ð3 8010OS NI
SIIN0 00052
N0100S N18983Ð
(NOI1330NI t31871J30N1)
83NI71N03 3115718 NI
%6'0 301801Ð3 801005 NI
SIINn oosâ€˜zl wnIoos NIuvdaH
(NOII330NI t318713Ð—0NII
%6'0 301801Ð3 8010OS NI
SIIN0 0005 H0100S N18983Ð
(N0I133PNI 53T071D30N1)
83NI71NO3 3115718 NI
%6 0̀ 301801Ð3 8010OS NI
SIINO 0005 N0100S N18983Ð
(NOII330NI t31B71D30N1)
83NI71N0J 3115718 NI
%6'0 301801Ð3 H01ODS ON7
SlINn 0005 80100S N18983Ð
(N0II330NI tÃ‰I1871D30NII
83NI71NO3 3115718 NI
%6 0̀ 301801Ð3 N0100S DN7
SIIN0 0002 8010OS NI8983Ð
(N011330NI 531871330NI)
%6'0 301801Ð3 N01UOS NI
SIINn 0002 N0100S N18983Ð
1LO01 11111 19750D
_TNT 111711
18001/98006 tT800l/5IINn 000â€˜01
301801Ð3 80100$ 18010OS NI898ÐÐ
1NO01/9NO06 tTNO01/5IIN0 000'01
301801Ð3 N01DOS t80IDOS N1878Ã¤Ð
1NO01/DNO06 tTN00l/SIIN0 000â€˜S
301801Ð3 8010OS =8010OS NI8983Ð
18001/ÐÐ˜006 tTH0DT/SlINTT 000â€˜S
301801Ð3 8ÐŸ1005 =Ð¸Ð¿ÑˆÐ¾Ð· NIH7d3H
TN00l/98006 tTN00l/5IIN0 000â€˜l
301801Ð3 801ÐŸO5 58010OS N18783Ð
TN001/98006 5TN001/SIIN0 000â€˜1
301801Ð½3.80100$ 18010OS NI8983Ð
1NO01/D8006 tTN00l/5IIN0 005
301801Ð3 8010OS 580100$ NI8983Ð
1NO01/98006 tTNO01/SIIN0 002
301801Ð3 8010OS tN01DOS N18983Ð
T8001/9800G tTN001/SIIN0 002
301801Ð3 8010OS =11010OS NI8983Ð
TSIHLBNBDLS
S LNBIDBDDNI BAIL3V
NOILVNDO3NI ALIAISD13XB DNV LNBLVd BLVIDdODddV HLIM STVDN DNV SB-LC-S OL ZB-L-L NÐžU3 DBAODddV STVDN 'AI BTBVL



TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢Ðž 5-31-85 ÐND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTHTS)
HEPARIN SODIUM; SODIUM CHLORIDE
5,000 UNITS/100ML; 900MG/100ML
HEPARIN SODIUM; SODIUM CHLORIDE
5,000 UNITS/100ML; 900MG/100ML
HEPARIN SODIUM; SODIUM CHLORIDE
5,000 UNITS/100ML; 900MG/100ML
HEXACHLOROPHENE
3%
HYDROCHLOROTHIAZIDE;
METOPROLOL TARTRATE
25MG; 50MG
HYDROCHLOROTHIAZIDE;
METOPROLOL TARTRATE
25MG; 100MG
HYDROCHLOROTHIAZIDE;
METOPROLOL TARTRATE
50MG; 100MG
HYDROCHLOROTHIAZIDE; TIMOLOL MALEATE
25MG; I0MG
HYDROCHLOROTHIAZIDE; TRIAMTERENE
50MG; 75ÐœG
TRADE NÐÐœÐ•
)DOSAGE FORM; ROUTE)
HEPARIN SODIUM 12,500 UNITS
IN SODIUM CHLORIDE 0.9%
(INJECTABLE; INJECTION) 6
HEPARIN SODIUM 25,000 UNITS
IN SODIUM CHLORIDE 0.9%
(INJECTABLE; INJECTION)
HEPARIN SODIUM 25,000 UNITS
IN SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
TURGEX
(SOLUTION; TOPICAL)
LOPRESSOR ÐCÐ¢ 50/25
(TABLET; ORAL)
LOPRESSOR HCT 100/25
(TABLET; ORAL)
LOPRESSOR HCT 100/50
(TABLET; ORAL)
TIMOLIDE
(TABLET; ORAL)
MAXZIDE
(TABLET; ORAL)
APPLICANT NAME
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
XTTRIUM LABS
GEIGY/CIBA-GEIGY
GEIGY/CIBA-GEIGY
GEIGY/CIBA-GEIGY
MS&D/MERCK
MYLAN PHARMS
NDÐ NO.
APPROVAL DATE
18-911
01-30-85
18-911
01-30-85
18-916
01-31-84
19-055
11-30-84
18-303
12-31-84
18-303
12-31-84
Ð ÐÐ¢Ð•NÐ¢ NO.
EXP. DATE
3876802
04-08-92
3998790
12-21-93
3876802
04-08-92
3998790
12-21-93
3876802
04-08-92
3998790
12-21-93
3655663
04-11-89
4238485
12-09-97
4444769
04-24-01
EXCLUSIVITY
Ð¨
NC
12-31-87
NC
12-31-87
NC
12-31-87
NS
10-22-87
IV-63



IV-64
ACT IVE INGRE DIE NT T SI
ST RE NGT HT ST
HYDROCORT ISONE ACE T AT E
10%
HYDROCORT ISONE BUT YRAT E
0.1%
HYDROCORT ISONE BUT YRAT E
0.1%
HYDROCORT ISONE VAL E RAT E
0.2%
HYDR0MORPHONE HYDROCHL ORIDE
1OMG/ML
HYDROXYURE A
500MG
IBUPROFE N
400MG
IBUPROFE N
300MG
IBUPROFE N
600MG
IBUPROFE N
400MG
IBUPROFE N
600MG
INDAPAMIDE
2.5MG
IND0ME T HACIN
Ð‘Ðž MG
T RADE NAME
DOSAGE FORM' RO T E
CORT IFOAM
(AE ROSOL; RE CT AL)
L OCOID
(CRE AM; T OPICAL)
L OCOID
(OINT ME NT; T OPICAL)
W E ST CORT
(OINT ME NT; T OPICAL)
OIL AUDID-HP
(INJE CT ABL E; INJE CT ION)
HYDRE A
(CAPSUL E; ORAL)
MOT RIN
(T ABL E T; ORAL)
MOT RIN
(T ABL E T; ORAL)
MOT RIN
(T ABL E T; ORAL)
RUFE N
(T ABL E T; ORAL)
RUFE N
(T ABL E T; ORAL)
L OZ OL
(T ABL E T; ORAL)
INDOCIN
(SUPPOSIT ORY; RE CT AL)
Ð¨
RE E D8CARNRICK PHARMS
OW E N L ABS/DE RM PRODS
OW E N L ABS/DE RM PRODS
W E ST NOOD PHARMS
KNOL L PHARMACE UT ICAL
E R SQUIBB AND SONS
UPJOHN MANUFACT URING
UPJOHN MANUFACT URING
UPJOHN MANUFACT URING
BOOT S PHARMACE UT ICAL
BODT S PHARMACE UT ICAL
USV PHARMACE UT ICAL
. MS& D RE S L ABS/ME RCK
NDA NO.
APPR VAL DAT E
17-351
02-10-82
18-795
01-07-83
19-106
07-03-84
18-726
08-08-83
19-034
01-11-84
16-295
12-07-67
17-463
09-19-74
17-463
09-19-74
17-463
03-09-79
18-197
05-19-81
18-197
03-05-84
18-538
07-06-83
17-814
08-13-84
PAT E NT NÐž.
Ð¨
3968249
07-06-93
3565911
02-23-88
3644630
02-22-89
3849549
11-19-91
E XCL USIVIT Y
E XP.  DAT E
NDF
09-24-86
NP
09-24-86
NP
09-24-86
NDF
09-24-86
NCE
01-11-94
1-2
09-24-86
1-2
09-24-86
1-2
09-24-86
1-2
09-24-86
1-2
09-24-86
NCÐ•
07-06-93
NDF
09-24-86

T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 10 5-31-85 ÐND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION



T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 Ð¢Ðž 5Â31-85 ÐND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT IS)
SIRE N T H
IND0ME T HACIN
75MG
IND0ME T HACIN
25MG
IND0ME T HACIN
50MG
IND0ME T HACIN
25MG
IND0ME T HACIN
50ÐœÐ‘

IN00ÐœÐ•Ð¢ÐÐCIÐœ
50MG
IND0ME T HACIN
25MG
IND0ME T HACIN
25MG
IND0ME T HACIN
50MG
IND0ME T HACIN
25MG
IND0ME T HACIN
SOÐœG
IND0ME T HACIN
25MG
IND0ME T HACIN
SOMG
T RADE NAME
)DOSAGE FORM; ROUT E)
INDOCIN SR
(CAPSUL E,  CONT ROL L E D
RE L E ASE; ORAL)
INDOME T HACIN
(CAPSUL E; ORAL)
INDOME T HACIN
(CAPSUL E; ORAL)
INDOME T HACIN
(CAPSUL E; ORAL)
INDOME T HACIN
(CAPSUL E; ORAL)
INDOME T HACIN
(CAPSUL E; ORAL)
INDOME T HACIN
(CAPSUL E; ORAL)
INDOME T HACIN
(CAPSUL E; ORAL)
INDOME T HACIN
(CAPSUL E; ORAL)
INDOME T HACIN
(CAPSUL E; ORAL)
IND0ME T HACIN
(CAPSUL E: ORAL)
INDOME T HACIN
(CAPSUL E; ORAL)
INDOME T HACIN
(CAPSUL E; ORAL)
APPL ICANT NAME
MS& D RE S L ABS/ME RCK
CHE L SE A L ABORAT ORIE S
CHE L SE A L ABORAT ORIE S
Z E NIT H L ABORAT ORIE S
Z E NIT H L ABORAT ORIE S
PAR PHARMACE UT ICAL
PAR PHARMACE UT ICAL
L E DE RL E L ABS/AM CYAN
L E DE RL E L ABS/AM CYAN
MYL AN PHARMS
MYL AN PHARMS
PARKE-DAVIS/N-L
PARKE-DAVIS/W -L
NDA NÐž.
APPR VAL DAT E
18-185
02-23-82
18-690
07-31-84
18-690
07-31-84
18-730
05-04-84
18-730
05-04-84
18-829
08-06-84
18-829
08-06-84
18-851
05-18-84
18-851
05-18-84
18-858
04-20-84
18-858
04-20-84
18-806
11-23-84
18-806
11-23-84
111111 No.
Ð¨
4173626
11-06-96
E XCL USIVIT Y
E XP.  DAT E
NDF
09-24-86
IV-65



IV-66
ACTIVE INGREDIENT S
STRENGTH S
INDOMETHACIN SODIUM TRIHYDRATE
EQ TMG BASE/VIAL
IODAMIDE MEGLUMINE
24%
IODAMIDE MEGLUMINE
65%
IODOHIPPURATE SODIUM,
I-123
TMCI/ML
IODOXAMATE MEGLUMINE
9.9%
IODOXAMATE MEGLUMINE
40.3%
ISOFLURANE
99.9%
ISOTRETINOIN
TOMG
ISOTRETINOIN
20MG
TRADE NAME
)DOSAGE FORM; ROUTE)
INDOCIN I. V.
(INJECTABLE; INJECTION)
RENOVUE-DIP
(INJECTABLE; INJECTION)
RENOVUE-65
(INJECTABLE; INJECTION)
NEPHRDFLON
(INJECTABLE; INJECTION)
CHOLOVUE
(INJECTABLE; INJECTION)
CHOLOVUE
(INJECTABLE; INJECTION)
FORANE
(GAS; INHALATION)
ACCUTANE
(CAPSULE; ORAL)
ACCUTANE
(CAPSULE; ORAL)
APPLICANT NAME
ÐœS&O/ÐœÐ•RCK
ER SQUIBB ANO SONS
ER SQUIBB ANO SONS
MEDI-PHYSICS
ER SQUIBB AND SONS
ER SQUIBB ANO SONS
ANAQUEST/BOC
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
NDA NO.
APPROVAL DATE
18-878
01-30-85
17-903
07-10-78
17-902
07-24-78
18-289
12-28-84
18-076
08-14-81
18-077
08-14-81
17-624
12-18-79
18Â662
05-07-82
18-662
03-28-83
PATENT NO. EXCLUSIVITY
Ð¨ Ð¨
1-6
09-24-86
1-6
09-24-86
NCE
12-28-89
3654272
04-04-89
3654272
040489
3535425
01-24-93
3535388
01-24-93
4200647 NCE
04-29-97 05-07-92
4322438
03-30-99
4464394
08-07-01
4200647 NCE
04-29-97 05-07-92
4322438
03-30-99
4464394
08-07-01
NDA'S APPROVED FROM 1-1-82 10 5-31-85 ÐND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
TABLE IV.



T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 T O 5-31-85 ÐND NDA'S MIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT S
ST RE NGT H S
ISOT RE T INOIN
40MG
KE T OCONAZ OL E
200MG
L ABE T AL OL HYDROCHL ORIDE
200MG
L ABE T AL OL HYDROCHL ORIDE
300MG
L ABE T AL OL HYDROCHL ORIDE
400MG
L ABE T AL OL HYDROCHL ORIDE
5MG/ML
L ABE T AL OL HYDROCHL ORIDE
200MG
L ABE T AL OL HYDROCHL ORIDE
3OOMG
T RADE NAME
)DOSAGE FORM; ROUT E)
ACCUT ANE
(CAPSUL E; ORAL)
NIZ ORAL
(T ABL E T; ORAL)
NORMODYNE
(T ABL E T; ORAL)
NORMODYNE
(T ABL E T; ORAL)
NORMODYNE
(T ABL E T; ORAL)
NORMODYNE
(INJE CT ABL E; INJE CT ION)
T RANDAT E
(T ABL E T; ORAL)
T RANDAT E
(T ABL E T; ORAL)

APPL I ÐNÐ¢ NÐÐœÐ•
HOFFMANN-L A ROCHE
JANSSE N PHARMA
SCHE RING
SCHE RING
SCHE RING
SCHE RING
GL AXO
GL AXO
NDA NO.
APPR VAL DAT E
18-662
05-07-82
18-533
06-12-81
18-687
08-01-84
18-687
08-01-84
18-687
08-01-84
18-686
08-01-84
18-716
08-01Â84
18-716
08-01-84

Ð ÐÐ¢Ð•NÐ¢ NO.
E XP.  DAT E
4200647
04-29-97
4322438
03-30-99
4464394
08-07-01
4335125
06-15-99
4012444
03-15-94
4006755
01-03-95
4012444
03-15-94
4006755
01-03-95
4012444
03-15-94
4006755
01-03-95
4012444
03-15-94
4006755
01-03-95
4328213
05-04-99
4012444
03Â15-94
4006755
01-03-95
4012444
03-15-94
4006755
01-03-95
E XCL USIVIT Y
E XP.  DAT E
NCE
05-07-92
1-25
09-24-86
NCÐ•
08-01-94
NCÐ•
08-01-94
NCÐ•
08-01-94
NCÐ•
08-01-94
NCÐ•
08Â01-94
NCÐ•
08-01-94



89-AI
98-72-60
08-1
98-72-60
SN
06-60-70
33N
98-72-60
3ON
98-72-60
3ON
76-10-80
33N
BL VD 'dXB
AL IAISOT3XB
06-08-10
6517118
86-82-70
8157927
88-92-10
7118558
88-60-20
8882958
26-71-10
1010988
26-71-10
8010988
26-81-20
7251988
98-21-80
7021978
56-80-10
5519007
76-51-80
7772107
BL VD 'dXB
' N L NBL Vd
9Â¿-82-21
769-11
61-12-70
L20-81
28-62-10
899-81
28-62-80
251-81
58-60-70
01O-61
88-80-10
278-81
88-80-10
Z V8-81
91-52-80
159-11
78-10-80
911-81
BL VD T VA DddV
'ON VDN

7N87Ð8 N35SN70

Ð9139-7813/7813
531801780871 Ð— N7Ñ…08
531801780871 Â¿ BHS

5193110339887Ð8 891

3Ð˜03113Ðœ 5ÐDÐŸÐž8808

38031138 5Ð9008808

83Ð3 MOO/M00 1138838
0Ð¥719
BNVN L NVÃ¬lT OOV
(1780 53105873)
8010081
(1780 53573138
0311081N03 1131871)

0180Ð111
(1780 tB1871)
317NO0873 H01HIIT
(1780 53573138
O311081NO3 '131Ð71)

83 Ð1117853
(N011330NI E31H71330N1)
NO88nT
(1780 5131871)
N18OAO333BM
(1780 5131871)

NI80Ð031138
(1780 t8n8AS)

371ÐŸÐ833
(1780 1131871)
3170N781
T BL NOD ÂNDO3 BOVSODI
BNVN BDVDL
982

301801Ð3080ÐÐ 30IN783801
D8008

317N08893 801Ð111
98008

317N08893 801Ð111
98057

317N08893 80IÐIIT
T N2'O/98l
3171339 3011088031
3570 D852 03

8013193 NI80Ð03031
3570 98S 03

8013193 NI80Ð03031
T8Sl/ND01
350101371
9NO07

301801Ð3080ÐÐ 101713871

Ð1 NBDL S
T SIL NBIDBDONI BAIL3V
NOIL VNDO3NI XL IAISOT3XB DNV L NBL Vd BL VIDdODddV HL IM ST VDN DNV SB-L C-S OL BB-L-L  NO03 DBAODddV ST VDN
'AI BT B 1



TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢Ðž 5-31-85 ÐND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
STRENGTH S (DOSAGE FORM; ROUTE) AEEROVAE_DAIE EXEÂ¿_DAEE EXEÂ¿_DAEE
LOPERAMIDE HYDROCHLORIDE IMODIUM JANSSEN PHARMA 19-037 3714159 NDF
IMG/5ML (SOLUTION; ORAL) 07-31-84 01-30-90 09-24-86
LOXAPINE HYDROCHLORIDE LOXITANE LEDERLE LABS/AM CYAN 18-039 3546226
EQ S0MG BASE/ML (INJECTABLE; INJECTION) 10-26-79 12-08-87
LOXAPINE HYDROCHLORIDE LOXITANE LEDERLE LABS/AM CYAN 17-658 3546226
Ð•0 25MG BASE/ML (CONCENTRATE; ORAL) 05-04-76 12-08-87
4049809
09-20-94
LOXAPINE SUCCINATE LOXITANE LEDERLE LABS/AM CYAN 17-525 3546226
Ð•0 5MG BASE (CAPSULE; ORAL) 10-25-77 12-08-87
LOXAPINE SUCCINATE LOXITANE LEDERLE LABS/AM CYAN 17-525 3546226
Ð•0 I0MG BASE (CAPSULE; ORAL) 02-25-75 12-08-87
LOXAPINE SUCCINATE LOXITANE LEDERLE LABS/AM CYAN 17-525 3546226
EQ 25MG BASE (CAPSULE; ORAL) 02-25-75 12-08-87
LOXAPINE SUCCINATE LOXITANE LEDERLE LABS/AM CYAN 17-525 3546226
Ð•0 Ð‘ÐžMG BASE (CAPSULE; ORAL) 02-25-75 12-08-87
MAFENIDE ACETATE SULFAMYLON NINTHROP LABS/STERL 16-763 3497599
Ð•0 85MG BASE/GM (CREAM; TOPICAL) 01-24-69 01-26-88
nÐGNÐ•SI0Ðœ ÐCÐ•Ð¢ÐÐ¢Ð• TETRAHYDRATE; POTASSIUM PLASMA-LYTE 56 IN PLASTIC TRAVENOL LABS 19-047 NC
ÐCÐ•Ð¢ÐÐ¢Ð•; 500IUn CHLORIDE CONTAINER 06-15-84 09-24-86
32MG/100ML; 128MG/100ML; 234MG/100ML (INJECTABLE; INJECTION)
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; ISOLYTES PH 7.4 IN PLASTIC AM MCGAN/AM HOSP 19-006 NC
POTASSIUM PHOSPHATE, MONOBASIC; SODIUM CONTAINER 04-04-84 09-24-86
ÐCÐ•Ð¢ÐÐ¢Ð•; 500IUn CHLORIDE; SODIUM GLUCONATE; (INJECTABLE; INJECTION)
SODIUM PHOSPHATE
30MG/100ML; 37MG/100ML; 0.82MG/100ML;
370MG/100ML; 530MG/1O0ML; 500MG/100ML;
12MG/100ML
IV-69



26-20-80
33N
98-72-60
3N
98-72-60
30
98-72-60
30
98-72-60
3N
BLVD 'dXB
ALIAISOT3XB
58-22480 08-10-21
1026688 875-11
98-Â¿2-80 Â08-10-21
1026688 875-11
28-20-80
819-81
28-61-20
005-01
58-52-10
928-61
78-80-90
720-61
28-80-Â¿0
907-81
28-80-Â¿0
189-11
BLVD 'dXB
'ON LNBLVd
BLVD TVA DddV
`ON VDN
Ð9139-7013/7013
Ð9139-7013/7013
831830383 300808
5071 10N3Ð781
5871 10N3Ð781
850Ð 89/87938 87
531801780871 110887
531801780871 110087
101Ðœ LN1Ð110dV
(1780 t131871)
11801001
(1780 5131871)
11801001
(1931801 tN01101)
88300188
(N011791881 tN01101OS)
10S-n-SII
(N011791881 tNOII01O5)
83NI71N03 3115718 NI
3lA17AONAS
(N011791881 tNOIl01O5)
' 83NI71N03
3115718 NI 31Ð1015ÐÐ8
(N011791881 1N01101OS)
83NI71N03
3115718 NI 1OS015ÐÐ8
(N011791881 tNOIIÃT105)
83NI71N03
3115718 NI 10SDISÐÐ8
TBLOOD ~NDO3 BOVSODI
BNVN BDV0L
9805
301801Ð3080ÐÐ 3NI11108898
9852
301801Ð3080ÐÐ 3NI11108878
%9'0
N01Ð17178
TN001/9851'8 5TN001/98008
518001/9852â€˜9 518001/9807 51N001/9802
317Ð850Ð8 8010OS =30180183
8010OS t315700N08 â€˜317Ð850Ð8 801557108
530180183 801557108 53171105 801538978
18001/98205 tTN00l/98929
11N001/98898 51N001/9815 ÐTN001/9808
317N03019 8010OS
5301801Ð3 8010OS 53171337 8010OS
t301801Ð3 801557108 5301801Ð3 801530978
18001/98005 tTNOD1/98OES
=18001/98018 5TN001/9818 tTN00l/98OE
317N03019
8010OS t3111801Ð3 8010OS t3I71B39 8010OS
53O18O1Ð3 801557108 t3O1801H3 80153N978
18001/98205 tT8001/98929
5TN001/98222 tTN00l/9HLE tTN001/DHOE
317N03019
8010OS 53O18O1Ð3 8010OS 53171337 8010OS
tEO18O1Ð3 801557108 5301801Ð3 80153N978
18001/98205 5TN001/9N925
1TN001/98222 iTN00l/98LE tTN001/98OE
317N03019
8010OS t3D1801H3 8010OS 53171337 8010OS
t3O18O1ÐD 80155710d 5301801Ð3 80153N978
ISIHLDNBDLS
S LNBIDBDONI BAIL3V
NOILVNDO3NI ALIAISOT3XB DNV LNBLVd BLVIDdODddV HLIM STVDN DNV SB-LC-S OL ZB-L-L NOD3 DBAODddV STVDN 'AI BTDVI



TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢Ðž 5-31-85 ÐND NDA'S VITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
HAPROTILINE HYDROCHLORIDE LOOIOÐœIL CIBA/CIBA-GEIGY 17-543 3399201 NS
75MG (TABLET; ORAL) 09-30-82 08-27-85 09-24-86
Ðœ4Z1NDOL 54Ð¼0REÑ… 54ND0Z PÐ½4RÐœS/54ND0Z 17-247 3763178
TMG (TABLET; ORAL) 06-14-73 10-02-90
Ðœ4Z1NDOL 54Ð¼0R5Ñ… sANOOz PHARMS/SANDOZ 17-247 3763178
2ÐœE (TABLET; ORAL) 06-14-73 10-02-90
Ðœ4Z1NDOL Ðœ4Z4Ð¼0R WYETH LABS/AMHO 17-980 3763178
2MG (148LE1; ORAL) 08-28-80 10-02-90
Ðœ4Z1NDOL NAZANOR WYETH LABS/AHHO 17-980 3763178
TMG (TABLET; ORAL) 02-02-82 10-02-90
HEBENOAZOLE VERMOX JANSSEN PHARMA 17-481 3557267
100M5 (148LE1, CHEWABLE; ORAL) O6-28-74 O4-18-89
HEBROXYPROBESIERONE ACETATE DEPO-PROVERA UPJOHN 12-541 4038389
100MG/ML (INJECTABLE; INJECTION) O1-16-76 O7-26-94
ÐœEOROXYPROGESTERONE ACETATE OEPO-PROVERA UPJOHN 12-541 4038389
400M5/ML (INJECTABLE; INJECTION) 01-16-76 O7-26-94
Ðœ551UÐœ1Ð¼5; ÐœÐ•1R1Z0IC 4C10 150Ð Ð0UÐ•-280 NINTHROP 148S/51ER1 17-505 3475802
140.1MG/ML; 461.8nG/Ðœ1 (INJECTABLE; INJECTION) 04-30-74 11-04-86
ÐœÐ•1APR01ER5Ð¼OL SULFATE ALUPENT BOEHRINGER INGELHEIH 15-874 3422196
20MG (TABLET; ORAL) 05-13-74 01-14-86
ÐœÐ•1APR015RENOL SULFATE ALUPENT BOEHRINGER INGELHEIÐœ 15-874 3422196
T0MG (TABLET; ORAL) 08-08-77 01-14-86
METAPROTERENOL SULFATE ALUPENT BDEHRINGER INGELHEIM 16-402 3422196
0.55MG/1Ð¼Ð½ (4ER05OL; INHALATION) 07-31-73 01-14-86
ÐœÐ•1APRÐ¾Ñ‚5REÐ¼OL SULFATE ALUPENT BOEHRINGER INGELHEIH 17-571 3422195
10MG/5ML (SYRUP; ORAL) 05-23-75 01-14-86
ÐœÐ•TAPROTERENOL SULFATE ALUPENT BOEHRINGER INGELHEIÐœ 17-659 3422196
5% (SOLUTION; INHALATION) 09-18-80 01-14-86
ÐœÐ•1APR01ER5Ð¼OL 5UL5415 ALUPENT BOEHRINGER INGELHEIÐœ 18-761 3422196
0.6% (SOLUTION; INHALATION) 06-30-83 O1-14-86
IV-71



2Â£-AI
98-72-60
30N
98-72-60
7-1
98-72-60
71-1
tE l-I t21-1
98-72-60
30N
98-72-60
30N
11VD 'dXB
AL IAISOT3XB
86-12-21
0618668
26-80-70
2089188
86-12-21
0618668
26-80-70
2089188
86-12-21
0618668
26-80-70
2089188
00-81-60
8617077
BL VD 'dXB
'ON L NBL Vd
78-08-80
701-81
81-10-80
896-11
81-10-80
896-11
08-08-21
758-11
61-10-20
298-11
88-52-8
128-81
28-08-80
620-81
18-82-80
688-81
78-62-90
786-81
78-62-90
786-81
11VD T VAODdOV
'ON VDN

Ð9139-7013/Ð9139

Ð9139-7013/Ð9139

19139-7013/Ð9139

5NI008 Ð7

5NI008 Ð7

5NI008 Ð7

Ð9139-7013/7013
8383N/0858
531801780871 0803
531801780871 0803
1NVN L NVT ITddV
(N011330NI t31O71330N1)
8OS538801
(1780 1131871)
8OS538801
(1780 t131871)
805538801
(1780 t1318171)
N71938
(N011330NI t31O71J3FÃˆN1)
N71938

(1780 5808Ð5)
N71938
(1780 t3573138
0311081N03 â€˜131871)
85-NI17118
(1780 5N01SN38505)
1380017
(1780 t l31O71V

98003ÐÐ138
(1780 t131871)

98003ÐÐ138

(BL OOD ÃNDO3 BDVSODI
BNVN BDVDL
T N/981
31781871 1010880138
98001
31781871 1010880138
9805
31781871 1010880138
3570 9801 03

301801Ð3080ÐÐ 30IN7880130138
T N/3570 985 03

301801Ð3080ÐÐ 30187880130138
T N5/3570 985 03
30187880130138
9802

301801Ð3080ÐÐ 3170IN3Ð81ÐÐ138
T N5/98052

98003ÐÐ138
98005

98003ÐÐ138
98052

78001ÐÐ138
T SIHL ONBDL S
T SIL NBIDBDDNI BAIL IV
NOIL VNDO3NI AL IAISOT3XB DNV L NBL Vd BL VIDdODddV HL IM ST VDN DNV SB-L C-S OL Z B-L-L  NOD3 DBAODddV ST VDN
'AI BT BVL



TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢D 5-31-85 ÐND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTHIS)
METRIZAMIDE
3.75GM/VIAL
METRIZAMIDE
6.7SGM/VIAL
METRONIDAZOLE
500MG
METRONIDAZOLE
250MG
METRONIDAZOLE
500MG
METRONIDAZOLE
250MG
METRONIDAZOLE
500MG
METRONIDAZOLE
500MG/T00ML
METRONIDAZOLE
250MG
METRONIDAZOLE
500MG
METRONIDAZOLE
250ÐœÐ‘
METRONIDAZOLE
500MG
METRONIDAZOLE
250MG
TRADE NAME
)DOSAGE FORM; ROUTE)
ANIPAQOE
(INJECTABLE; INJECTION)
ANIPAQOE
(INJECTABLE; INJECTION)
METRONIDAZOLE
(TABLET; ORAL)
METRONIDAZOLE
(TABLET; ORAL)
METRONIDAZOLE
(TABLET; ORAL)
METRYL
(TABLET; ORAL)
METRYL 500
(TABLET; ORAL)
METRO I.V.
(INJECTABLE; INJECTION)
METRONIDAZOLE
(TABLET; ORAL)
METRONIDAZOLE
(TABLET; ORAL)
METRONIDAZOLE
(TABLET; ORAL)
METRONIDAZOLE
(TABLET; ORAL)
METRONIDAZOLE
(TABLET; ORAL)
APPLICANT NAME
NINTHROP LABS/STERL
WINTHROP LABS/STERL
ZENITH LABORATORIES
CHELSEA LABORATORIES
CHELSEA LABORATORIES
DRUMMER/PHOENIX
DRUMMER/PHOENIX
AM MCGAN/AM HOSP
CORD LABORATORIES
CORD LABORATORIES
DANBURY PHARMACAL
DANBURY PHARMACAL
BARR LABORATORIES
NDA NO.
APPROVAL DATE
17-982
08-23-78
17-982
08-23-78
18-517
05-05-82
18-599
09-17-82
18-599
02-13-84
18-620
03-04-82
18-620
06-02-83
18-674
08-31-82
18-740
10-22-82
18-740
10-22-82
18-764
09-17-82
18Â764
12-20-82
18-818
02-16-83
PATENT NO. EXCLUSIVITY
Ð¨ Ð¨
3701771 1-26
10-31-89 09-24-86
3701771 1-26
10-31-89 09-24-86
IV-73



71-Ð1
Â¿8-02-21
11-1
Â£8-02-21
ll-I
BLVD 'dXB
ALIAISOT3XB
'ON LNBLVd
78-01-70
620-61
88-81-80
086-81
18-72-21
159-81
18-62-50
858-81
78-08-80
106-81
88-62-60
006-81
88-81-11
068-81
28-81-11
688-81
28-20-20
lÂ£8-81
28-20-20
118-81
88-81-80
578-81
88-91-20
818-81
BLVD TVAODddV
'ON VDN
17N0117N831NI 8N1
193110339887Ð8 878
5887Ð8 318735
5887Ð8 318735
SNIBOHH7/NNIS-SNINTB
85OÐ N7/M7D3N N7
531801780871 110087
531801780071 110087
193110339887Ð8 0Ð180
193110339887Ð8 0Ð180
193110339887Ð8 898
531801780871 8870
BNVN LNV3I30OV
(1780 t1.3T87l)
310Z70IN08138
(1780 tB1871)
310Z70IN08138
(N011330NI t31B71330N1)
83NI71N03 3115718 N1
018 'A'I 3Ð9713
(N011330NI Ð31871330NI)
018 â€˜Ð'1 119713
(N011330NI 53T87133I`NII
3102701008130
(N011330NI 531871330NI)
83NI71N03
3115718 NI 'A'I 08138
(N011330NI 531871330NI1
83NI71N03
3115718 NI 310Z70IN08138
(N011330NI 531871330NI)
310Z701N08138
(1780 tIÃ‰I1871V
171501088
(1780 t131871)
171501088
(1780 t131871)
310Z701N08138
(1780 1131871)
310Z70IN08138
TBLOOD -NDOB BBVSODI
BNVN 1D181
98052
310Z70IN08138
98005
310Z701N08138
TN001/98005
310Z70IN08138
TN001/98005
310Z70IN08138
18001/98005
3102701808138
18001/98005
310Z70IN08138
18001/98005
310Z70IN08138
TN001/98005
310Z701N08130
98005
310Z70IN08138
98052
310Z70IN08138
98052
310Z70IN08138
98005
310Z70IN08138
TSIHLDNBDLS
LSLLNBIDBDONI BAIL3V
NOILVNDOBNI ALIAISOT3XB DNV LNBLVd BLVIDdODddV HLIM STVDN DNV SB-LC-S OL ZB-L-L NOD3 DBAODddV STVDN



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 5-31-85 ÐND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S TRADE NAME APPLICANT NÐÐœÐ• NDÐ NO. PATENT NÐž. EXCLUSIVITY
STRENGTH S )DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
METRONIDAZOLE ELAGYL I.V. SEARLE PHARMS 18-353 1-11
HYDROCHLORIDE (INJECTABLE; INJECTION) 11-28-80 12-20-87
50 500MG BASE/VIAL
MICONAzOLE MONISTAT JANSSEN PHARMA 18-040 3717655 1-27
10MG/ML (INJECTABLE; INJECTION) 10-04-78 02-20-90 09-24-86
3839574
10-01-91
MICONAZOLE NITRATE MONISTAT 7 ORTHO PHARMACEUTICAL 17-450 3717655
2% (CREAM; VAGINAL) 01-30-74 02-20-90
. 3839574
10-01-91
MICONAZOLE NITRATE MONISTAT-DERM ORTHO PHARMACEUTICAL 17-494 3717655
2% (CREAM; TOPICAL) 01-30-74 02-20-90
3839574
10-01-91
ÐœIC0NA2OL5 NITRATE MONIsTAT-DERM ORTHO PHARMACEUTICAL 17-739 3717655
2% (10110Ð¼; TOPICAL) 12-16-75 02-20-90
3839574
10-01-91
ÐœIC0NAZOL5 NITRATE MONISTAT 7 ORTHO PHARMACEUTICAL 18-520 3717655 Ð¼Ð¾Ð³
T00MG (SUPPOSITORY; VAGINAL) O3-15-82 02-20-90 9-24-86
- 3839574
10-01-91
MICONAZOLE NITRATE MONISTAT 3 ORTHO PHARMACEUTICAL 18-888 3717655 Ns
200MG (SUPPOSITORY; VAGINAL) 08-15-84 02-20-90 09-24-85
3839574
10-01_91
MINOXIDIL LONITEN UPJOHN 18-154 3461461
2.5MG (TABLET; ORAL) 10-18-79 08-12-86
;Â°IZ IZ- "'f Ð I Z IV-75



91-Ð1
86-12-10
Â¿925868
86-12-60 6Â¿Â01Â21 (1780 t131871) 98021
1202865 890-81 5NOS 0N7 881005 83 0879803 101007N
86-12-10
1925868
56-12-60 61-01-21 (1780 =131871â€º 9808
1202868 890-81Â SNOS 0N7 881005 83 0879803 101007Ð¼
86-12-10
1925868
56-12-60 61-01-21 (1780 1131871) 9807
1202868 890-81 SNOS 0N7 881005 83 0879803 101007N
98-72-60 70-81-60 (N011330NI 531871330NI) TN/981
8-0 tHN 999-91 SNIGOHH7/NNIS-SNINTB 38 088007800 3173105 301013800
98-72-60 78-81-60 (N011330NI 531871330N1) TN/585'0
8-0 tuN 595-81 SN1008Ðv/NNIS-SNI8T3 38 Ð88087800 3171105 3NIÐ8808
18-02-10 61-82-21 (1780 531781N33N03) TN/9802
5601675 886-11 1N0800/5887Ð8 1N0800 N7008 301801Ð3080ÐÐ 3N00NI108
Â¿8-02-10 18-50-10 (1780 5131871) 98001
5601675 111-Â¿1 1N0800/5887Ð8 1N0800 N7008 3O18O1Ð3O8OÐÐ 3N00N1108
Â¿8-02-10 18-50-10 (1780 5131871) 9805
5601675 111-Â¿1 1N0800/5887Ð8 1N0800 N7008 301801Ð3080ÐÐ 3N00NI108
18-02-10 7Â¿Â80ÂÂ¿0 (1780 1131871) 9852
8601678 111-Â¿1 1N0800/5887Ð8 1N0800 N7008 301801Ð3080ÐÐ 3N00NI108
18-02-10 7Â¿Â80ÂÂ¿0 (1780 1131871) 9801
5601675 111-Â¿1 1N0800/5887Ð8 1N0800 N7008 301801Ð3080ÐÐ 3N00NI108
18-02-10 7Â¿Â80ÂÂ¿0 (1780 =1310711 505
8601678 111-Â¿1 1N0800/5887Ð8 1N0800 N7008 301801Ð3080ÐÐ 3N00NI108
98-21-80 61-81-01 (1780 5131871) 5801
1971978 751-81 NNO0dn N31IN01 1101Ñ…0NI8
_._Â '__-T'- _â€”_ I
BLVD dXB BLVD dXB BLVD TVAODddV - (BLOOD ~NDO3 BDVSOD) TSTHLONBDLS
NOILVNDO3NI ALIAISOTOXB DNV LNBLVd BLVIDdODddV HLIM STVDN DNV SB-LS-S OL ZB-L-L NOD3 DBAODddV STVDN 'AI BTBVL



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 5-31-85 ÐND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTTS) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY
STRENGTHIS) )DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
NADOLOL CORGARD ER SQUIBB AND SONS 18-063 3982021
150M8 (Ð¢481Ð•Ð¢; ORAL) 12-10-79 09-21-93
3935267
01-27-93
NADOLOL CORGARD ER 50UIBB AND SONS 18-064 3982021
40MG (Ð¢481Ð•Ð¢; ORAL) 12-10-79 09-21-93
3935267
01-27-93
NADOLOL CORGARD ER SQUIBB AND SONS 18-064 3982021
80MG (TABLET; ORAL) 12-10-79 09-21-93
3935267
01-27-93
NADOLOL CORGARD ER SQUIBB AND SONS 18-064 3982021
120MG (TABLET; ORAL) 12-10-79 09-21-93
3935267
01-27-93
NADOLOL CORGARD ER SQUIBB AND SONS 18Â064 3982021
TÃ³0MG (TABLET; ORAL) 12-10-79 09-21-93
3935267
01-27-93
NA18UÐ Ð½1Ð¼5 HYDROCHLORIDE NUBAIN DUPONT PHARMS/DUPONT 18-024 3393197
T0MG/ML (INJECTABLE; INJECTION) 05-15-79 07-16-85
NALBUPHINE HYDROCHLORIDE NUBAIN DUPONT PHARMS/DUPONT 18-024 NS
Z0MG/ML (INJECTABLE; INJECTION) 05-27-82 09-24-86
NALIDIXIC ACID NEGGRAM NINTHROP LABS/STERL 14-214 3590036
250MG (148151; ORAL) 12-27-67 05-29-88
NALIDIXIC ACID NEGGRAM NINTHROP LABS/STERL 14-214 3590036
500MG (TABLET; ORAL) 03-06-64 06-29-88
NALIDIXIC ACID NEGGRAN NINTHROP LABS/STERL 14-214 3590036
TGM (TABLET; ORAL) 03-06-64 06-29-88
IV-77



8Â£-AI
26-60-60
Â¿616007
26-60-60
10Â£l007
26-lZÂZl
9968668
26-60-60 9Â¿Â11-80 (1780 t131871) 58052
2897068 185-Â¿1 88 Ð¥31NA5 NA50889N N3Ð¥0889N
26-60-60
Â¿616007
26-60-60
1081000
26-lZÂZl
9968668
98-72-60 26-60-60 9Â¿-11Â80 (1780 5131871) 58521
SN 2897068 185-Â¿1 88 Ð¥31NAS NA50889N N3Ð¥0889N
68-02-11 78-02-11 (1780 t131871) 5805
33N 286-81 1N0800/5887Ð8 1N0800 NvÐ¥381 301801Ð3080ÐÐ 3NoÐ¥38117N
. 3570 5805 03 1585 Ð¾
98-72-60 56-80-80 28-91-21 (1780 5131071) 301801Ð3080ÐÐ
3N 6595017 88Â¿Â81 18315/5071 808Ð1NI8 XÐ¼ NIMT71 3NI30Z71038 Ã®301801Ð3080ÐÐ 3N0Ð¥017N
98-72-60
88-1
11-0 â€˜01-0 28-71-90 (N011330N1 t31871330NI) TN/581
â€˜6-0 â€˜SN 989-91 1N0800/5887Ð8 1N0800 N9387N 301801Ð3080ÐÐ 3NoÐ¥o17N
98-72-60
88-1
â€˜11-0 â€˜01-0 (Â¿-81-70 (N011330NI 531871330N1) TN/587'0
â€˜6-0 â€˜SN 989-91 1N0800/5887Ð8 1N0800 ÐºÑƒÐ·Ð¸Ð½Ñ‹ 3O18O1Ð3O8OÐÐ 3N0X017N
88-62-90 8Â¿-Â¿1-70 (1780 tN01SN3d505) TN5/58052
9800658 087-Â¿1 18315/5071 808Ð1NI8 878553N 0137 31Ð¥10117N
BLVD 'dXB BLVD 'dXB BLVD ÐœÐž000V (BLOOD ÃNDO3 BDVSOD) TSTHLDNBDLS
TLIAISOTTXB â€™ON LNBLVd 'ON VDN BNVN LNVÃ¬lTddV BNVN BDVDL S LNBIDBD NI BAIL3V
NOILVNDO3NI XLIAISHTOXB DNV LNBLVd BLVIDTNIDddV HLIM ÐœDN DNV SB-LC-S OL ZB-L-L NÐžÐ¨ DBAODddV ÐœDN 'AI BTBVL



Ð¨ IV. N~DA'S APPROVED FROM 1-1-82 Ð¢Ðž 5-3T-85 ÐND NDA'S NITH APPROPRIATE Ð ÐÐ¢Ð•NÐ¢ ÐND EXCLUSIVITY INFORMATION
TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
ACTIVE INGREDIENTIS)
STRENGIH)Â§) )DOSAGE FORM; ROUTE)
NAPROXEN NAPROSYN SYNTEX PR 17-581 3904682
375MG (TABLET; ORAL) 07-18-80 09-09-92
3998966
12-21-93
4001301
09-09-92
4009197
09-09-92
NAPROXEN NAPROSYN SYNTEX PR 17-581 3904682 NS
500MG (TABLET; ORAL) 04-15-82 09-09-92 09-24-86
3998966
12-21-93
4001301
09-09-92
4009197
09-09-92
NAPROXEN SODIUM ANAPROX SYNTEX PR 18-164 3998966
275MG (TABLET; ORAL) 09-04-80 12-21-93
4001301
09-09-92
4009197
09-09-92
NICLOSAMIDE NICLOCIDE MILES PHARMS/MILES 18-669 NCÐ•
500MG (TABLET, CHEWABLE; ORAL) 05-14-82 05-14-92
NICOTINE RESIN C0MPLEX NICORETTE MERRELL DON/DON CHEM 18-612 NCE
EQ 2MG BASE (GUM, CHENING; ORAL) 01-13-84 01-13-94
NIFEDIPINE PROCARDIA PFIZER LABS/PFIZER 18-482 3644627
TOMG (CAPSULE; ORAL) 12-31-81 02-22-89
NITROGLYCERIN TRIDIL AM CRITICAL CARE/AHS 18-537 NDF
0.5MG/ML (INJECTABLE; INJECTION) 06-16-83 09-24-86
NITROGLYCERIN NITROSTAT PARKE-DAVIS/W-L 18-588 NDF
5MG/ML (INJECTABLE; INJECTION) 12-23-83 09-24-86



08-Ð1
26-92-11 11-10-80
9022262 210-81
26-92-11 99-90-11
9022262 989-71
26-92-11 99-90-11
9022262 989-91
26-92-11 99-90-11
9022262 989-91
16-92-11
2226962
16-92-11
1160582
69-08-90 EL-2Z-01
8989998 lso-Ll
ze-lz-vo
Sov-sl
68-12-21 98-12-21
33N vzz-al
68-12-21 98-12-21
Ð·Ð°Ð¼ 922-81
98-92-60 28-61-10
30N 911-81
98-92-60 28-02-80
30Ð¼ ZLg-8l
98-92-60 28-02-80
JUN ZLg-8l
98-92-60 28-90-10
JUN lzg-gl
B110 â€˜11B B110 â€˜0XB B110 31101001
111^1$ÐŸ33XB '0N 11B110 '0N 10N
Z00N7S/5N87Ð8 Z00N7S
A1111 113
A1111 113
A1111 I1]
0ÐN7/5871 Ð13AM
0ÐN7/S871 lS83A7
13$SnO8ÂlSÐ330Ð
3355008-19Ð330Ð
NÐ£Ð¯80-Ð‘838388
8N7X500-1Ð08 9
8N78500-1Ð0d D
SÐ—18Ol78O871 NO187w
BNVN LNV311ddV
(1780 tN01101OS)
8013898
(1780 tN0110105)
13Ð 1Ð1N3^v
(1780 53105893)
1ÑÐ½ 3Ð1N3Ð9
(1780 53105873)
13Ð 1A.|.N3/\7
(1780 t131911)
3li38AO
(1780 5131871)
Ð¼11$39Ð9
(1780 531091393)
1711838
(178O 531nS873)
171183N
(NOIl330NI 531871330NI)
108lIN
(NOIl330NI E3187D30N1)
17NOÃ¶lIN
(NOIl330NI 531871330N1)
17NOElIN
(NOIl330NI 531871330N1)
OI0Â081IN
1B1O01 1ND03 B9150D1
BNVN BDVDI
1Ð¸9/3598 ÑNO1 03
3018Ð¾1Ð½3080ÐÐ½ 3N13Ð1818180N
1Ð¸9/3598 suol 03
Ð—U18O1Ð3080ÐÐ 3NI1Ald18l8ON
3579 ÑÐ¸92 03
3Ðž18O1Ð3080ÐÐ Ð·Ð¼13Ð181818Ð¾Ð¼
3579 suol 03
301801Ð3080ÐÐ 3NI1Al818l80N
98SLO'0
138153980N
DNS
3171337 3NO8ON1Ðl38ON
98OS
317317N Ð—NISN3jINON
98Ð‘Ð—
317317N 3NISN3JINON
1N/989'0
N1833A190811N
1N/98S
N1833A190811N
1N/98l
N1833A190811N
1N/98S
N1833A150811N
151Ð1ONBU1$
1511NBIDBD9NI B11131
NOILVNDOÃ¯NI AL101$ÐŸ33XB DNV LNBLVd SLVIDd00ddV Ð11Ðœ SÂ» VDN DNV SB-LE-S 01 2B-1-1 N013 0BAODddV SIVON 'AI BT9VL



TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢Ðž 5-31-85 ÐND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
NORTRIPTYLINE HYDROCHLORIDE PAMELOR SANDOZ PHARMS/SANDOZ 18-013 3922305
EQ T0MG BASE (CAPSULE; ORAL) 08-01-77 11-25-92
NORTRIPTYLINE HYDROCHLORIDE PAMELOR SANDOZ PHARMS/SANDOZ 18-013 3922305
EQ 25MG BASE (CAPSULE; ORAL) 08-01-77 11-25-92
NORTRIPTYLINE HYDROCHLORIDE PAMELOR SANDOZ PHARMS/SANDOZ 18-013 3922305
EQ 75MG BASE (CAPSULE; ORAL) 06-14-79 11-25-92
NORTRIPTYLINE HYDROCHLORIDE PAMELOR SANDOZ PHARMS/SANDOZ 18-013 3922305
EQ Ð‘ÐžMG BASE (CAPSULE; ORAL) 06-14-79 11-25-92
OXAMNIQUINE VANSIL PFIZER LABS/PFIZER 18-069 3903283
250MG (CAPSULE; ORAL) 07-23-80 09-02-92
3821228
06-28-91
3925391
12-09-92
OXPRENOLOL HYDROCHLORIDE TRASICOR CIBA/CIBA-GEIGY 18-166 3483221 NCÐ•
2OMG (CAPSULE; ORAL) 12-28-83 12-09-86 12-28-93
OXPRENOLOL HYDROCHLORIDE TRASICOR CIBA/CIBA-GEIGY 18-166 3483221 NCÐ•
40MG (CÐÐ 501Ð•; ORAL) 12-28-83 12-09-86 12-28-93
OXPRENOLOL HYDROCHLORIDE TRASICOR CIBA/CIBA-GEIGY 18-166 3483221 NCÐ•
80MG (CAPSULE; ORAL) 12-28-83 12-09-86 12-28-93
OXPRENOLOL HYDROCHLORIDE TRASICOR CIBA/CIBA-GEIGY 18-166 3483221 NCÐ•
160MG (CAPSULE; ORAL) 12-28-83 12-09-86 12-28-93
PANCURONIUM BR0MIDE PAVULON ORGANON/AKZONA 17-015 355321Z
2Ð¼6/Ð¼1 (INJECTABLE; INJECTION) 10-24-72 01-05-88
PANCURONIUM BR0MIDE PAVULON ORGANON/AKZONA 17-015 3553212
TMG/ML (INJECTABLE; INJECTION) 09-14-73 01-05-88
PARAMETHASONE ACETATE HALDRONE ELI LILLY 12-772 3499016
TNG (TABLET; ORAL) 04-17-61 03-03-87
IV-81



IV_82
ACTIVE INGREDIENTTST TRADE NAME APPLICANT NAME NDA N0. PATENT N0. EXCLUSIVITY
STRENGTH 5 (DOSAGE TORMZ ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
PARAÐœÐ•THASONE ACETATE HALORONE ELI LILLY 12-772 3499016
2MG (TABLET; ORAL) 04-17-61 03-03-87
PENTAGASTRIN PEPTAVLON AvERsT LABS/ANNO 17-048 3896103
0.25ÐœG/ML (INJECTABLE; INJECTION) 07-26-74 07-22-92
PENTAMIDINE IsETHIONATE PENTAM 300 LYRH0MEO 19-264
300MG/VIAL (INJECTABLE; INJECTION) 10-16-84
PENTAZOCINE LACTATE TALNIN NINTHROP LAÃŸS/sTERL 16-194 4105659
Ð•0 30MG BASE/ML (INJECTABLE; INJECTION) 07-24-67 08-08-95
PENTETATE INOIUM DISODIUM, IN-111 MPI INOIUM OTPA IN 111 MED1-PHYSICS 17-707 NCE
1MCI/ML (INJECTABLE; INJECTION) 02-18-82 02-18-92
RENTOXIEYLLINE TRENTAL HOECHST-RoUssEL 18-631 3737433 NCÐ•
400MG (TABLET, CONTROLLEO 06-30-84 06-05-90 08-30-94
RELEASE; ORAL)
PNENYLERHRINE HYDROCHLORIDE; PR0METHAzINE PHENERGAN VC NYETH LABS/AÐœNO 08-604
HYDROCHLORIDE (SYRUP; ORAL) 04-02-64
5MG/5ML; 6.25ÐœÐµ/5ML
PILOCARPINE HYDROCHLORIDE PILOPINE HS ALCUN LABORATORIES 18-796 NDF
4% (GEL: OPHTHALMIC) 30-03-84 30-01-87
PIMOZIDE ORAP MCNEIL PHARM 17-473 NCE
2MG (TABLET; ORAL) 07-31-84 07-31-94
PINDOLOL VIsKEN sANOOZ PHARMS/SANDOZ 18-285 3471515 NCÐ•
5MG (TABLET; ORAL) 09-03-82 10-07-86 09-03-92
TABLE IV. NDA'S APPROVED Ð“ÐÐžÐœ 1-1-82 TO 5-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢Ðž 5-31-85 ÐND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT 5 TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY
STRENOTH)Â§) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
PINDOLOL VISKEN 54ND0Z PÐ½4RÐœS/54ND0Z 18-285 3471515 NCE
T0MG (148151; 0R41) 09-03-82 10-07-86 09-03-92
P1NDOLOL VIsKEN 54ND0Z PÐ½4RÐœS/54ND0Z 18-285 3471515 NC5
15ÐœG (148LE1; 0R41) 09-03-82 10-07-86 09-03-92
PIROXICAM 55105Ð¼5 P51ZER 148S/PF1ZER 18-147 3591584 NCE
10MG (CAP5UL5; ORAL) 04-06-82 07-06-88 04-06-92
3674876
07-04-89
3862319
01-21-92
4100347
07-11-95
3927002
12-16-92
R529558
12-10-91
P1R0XIC4Ðœ 55105Ð¼5 P51ZER LABS/PFIZER 18-147 3591584 NC5
20M5 (CAPSULE; ORAL) 04-06-82 07-06-88 O4Â06-92
3674876
07-04-89
3862319
01-21-92
4100347
07-11-95
3927002
12-16-92
RE29558
12-10-91
POLYETHYLENE GLYCOL 3350; GOLYTELY BRAINTREE LABS 19-011
POTASSIUM CHLORIDE; (P000ER 50R 07-13-84
SODIUM BICARBONATE; RECONSTITUTION; ORAL)
SODIUM CHLORIDE;
SODIUM SULFATE
236Gn/80Ð¢;
2.97GM/BOT;
6.74GM/BOT;
5.86GM/BOT;
22.74GM/BOT
IV-83Â



7Q-AI
96-61-21
1090219
68-91-90
9012992
18-21-90 08-21-90
9881192 986-11
98-92-01
286-81
98-92-01
286-81
78-92-01
286-81
B1VD 'OMR B1VD 'dMR B1VD TVAOMddV
ALIAIEOTJXI 'ON 103110 'ON 1ON
83ZI38/5873 83ZI38
SNOIl7898388 M7103
SNOIl787d3Ã¶8 M7103
SNOIl7Ã¶98388 M7103
B0VN LN13130dV
(1780 t3105893T
30IZININ
(1980 t80110111980338
803 830808)
31Ð1O3
(1180 Ñ‚0101101115010338
803 830808)
31Ð103
(1780 tNOIlnlIlSNO338
803 830808)
31A103
(BLO01 30103 B9150D1
B011 BD111
98l t9NS`0
301801Ð3080ÐÐ NI50Z78d 5301Z71Ð1A108
138398/8980'92
5138398/8991'8
5138398/8980'01
t138398/8919'7
t138398/80092
3173105 8010OS
5301801Ð3 8010OS
tEIl7NOGINDI 8 NUI GOS
5301801Ð3 801957108
tossi 103Ð19 3N31ÐÐ13A10d
138398/899'12
1138398/8929'9
5138398/8992'9
t138398/8928'2
5138398/891'122
3173109 801009
5301801Ð3 801009
5317N0887318 801009
5301801Ð3 801957108
50922 103Ð1Ñ 3N31ÐÐ13A108
138398/8998'11
5138398/8926'2
5138398/8992'2
1138398/8969'1
1138398/89021
3173109 801009
5301801Ð3 801009
Ð³317N0887318 801009
5301801Ð3 801957108
50922 103A19 3N33ÐÐ½13Ð108
_s 11191111115
(01NT10011 111111
NOILVNMOINI ALIAISOTOX] DN1 LNB1Vd B1111dOD0dV HIIM SIVDM 0NV 98-1Ð•â€œ9â€œ01 ZB-L-L NOMI OBA0DddV ST1DN 'AI 33011



TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢Ðž 5-31-85 ÐND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
STRENGTH S (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE MINIZIDE PFIZER LABS/PFIZER 17-986 3511836
0.5MG; 2MG (CAPSULE; ORAL) 06-13-80 05-12-87
3663706
05-16-89
4130647
12-19-95
POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE MINIZIDE PFIZER LABS/PFIZER 17-986 3511836
0.5MG; 5MG (CAPSULE; ORAL) 06-13-80 05-12-87
3663706
05-16-89
4130647
12-19-95
POTASSIUM ACETATE POTASSIUM ACETATE IN ABBOTT LABORATORIES 18-896 NDF
2Ðœ50/Ðœ1 PLASTIC CONTAINER 07-20-84 09-24-86
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE KLOTRIX MEAD JOHNSON/B-M 17-850 4140756
10MÐ•0 (TABLET, CONTROLLED 05-22-80 02-20-96
RELEASE; ORAL)
POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND TRAVENOL LABS 18-630
150MG/100ML; 900MG/100M1 POTASSIUM CHLORIDE 10MÐ•0 02-17-83
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND TRAVENOL LABS 18-630
300MG/100ML; 900MG/100ML POTASSIUM CHLORIDE 20MÐ•0 02-17-83
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% ANO TRAVENOL LABS 18-630
150M8/100ML; 900ÐœG/100ML POTASSIUM CHLORIDE 20MÐ•0 02-17-83
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND TRAVENOL LABS 18-630
300MG/100ML; QO0MG/100ML POTASSIUM CHLORIDE 40MÐ•0 02-17-83
1N PLASTIC CONTAINER
(INJECTABLE; INJECTION)
IV-85



99Â^I
SÃ´-Ã ĺ-Zl
1990219
96-08-90
9182609
68-91-90
9018998
18-21-90 91-82-90 (1780 53105893) 9NS
9881192 ZRR-Ll 83Z138/9871 83ZI38 993881NI8 301801Ð3080ÐÐ NI50Z788
26-62-21 96-90-10 28-62-21 (1780 t131871) 98009
33N 1191009 7IL-81 9311N/9887Ð8 93118 3013181118 131N9001Z788
98-92-60 28-01-90 (1780 53109893) 9802
9N 991-81 1-8/51Ð90-38878 Ñ…781N33 8983Z788
98-92-60 28-81-21 (N011330N1 53189133081) 18/98002
308 986-81 A5010NÐ331 17Ð1Ð809 301801Ð3 381Ñ…0011788 301801Ð3 381Ñ…0011788
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(N011330NI 531871330NI)
83NI71N03 3115718 NI
28-60-11 %Ð•'0 301801Ð3 801557108 18001/98006 5TN001/98008
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ZZL-Bl 850Ð 89/87938 89 0N9 %6'0 301801Ð3 801009 301801Ð3 801009 5301801Ð3 801957108
(N011330NI 531871330NI)
83NI71N03 3115718 NI
28-60-11 %910'0 301801Ð3 801957108 TN001/98006 5TN001/9NS1
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T ABL E IV.

NDA'S APPROVE D FROM 1-1-82 Ð¢Ðž 5-31-85 ÐND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT T S)
ST RE NGT H S
PRAZ OSIN HYDROCHL ORIDE
T MG
PRAZ OSIN HYDROCHL ORIDE
2MG
PROBUCOL
250MG
PROCARBAZ INE HYDROCHL ORIDE
E Q 50MG BASE
PROPRANOL OL HYDROCHL ORIDE
T0MG
PROPRANOL OL HYDROCHL ORIDE
20MG .

PROPRANOL OL ÐYDROCÐL ORIDE
40MG
PROPRANOL OL HYDROCHL ORIDE
60MG
PROPRANOL OL HYDROCHL ORIDE
80MG

T RADE NÐÐœÐ•
)DOSAGE FORM; ROUT E)
MINIPRE SS
(CAPSUL E; ORAL)
MINIPRE SS
(CAPSUL E; ORAL)
L ORE L CO
(T ABL E T; ORAL)
MAT UL ANE
(CAPSUL E; ORAL)
INDE RAL
(T ABL E T; ORAL)
INDE RAL
(T ABL E T; ORAL)
INDE RAL
(T ABL E T; ORAL)
INDE RAL
(T ABL E T; ORAL)
INDE RAL
(T ABL E T; ORAL)
APPL ICANT NAME
PFIZ E R L ABS/PFIZ E R
PFIZ E R L ABS/PFIZ E R
ME RRE L L DOW /DOW  CHE M
HOFFMANN-L A ROCHE
AYE RST L ABS/AMHO
AYE RST L ABS/AMHO
AYE RST L ABS/AMHO
AYE RST L ABS/AMHO
AYE RST L ABS/AMHO
NDA NÐž.
APPROVAL DAT E
17-442
06-23-76
17-442
06-23-76
17-535
02-01-77
16-785
07-22-69
16-418
11-13-67
16-418
10-16-74
16-418
11-13-67
16-418
10-18-82
16-418
10-16-74

Ð ÐÐ¢Ð•NÐ¢ NÐž.

Ð•Ð¥Ð .  DÐÐ¢Ð•
3511836
05-12-87
3663706
05-16-89
4092315
05-30-95
4130647
12-19-95
3511836
05-12-87
3663706
05-16-89
4092315
05-30-95
4130647
12-19-95
3576883
04-27-88
3862332
01-21-92
3520926
07-21-87
E XCL USIVIT Y
E XP.  DAT E
1-15
09-24-86
1-15
09-24-86
1-15
O9Â24ÂB6
NS
09-24-86
1-15
09-24-86
IV-87



26-60-90 96-90-21 98-61-01
33N 8998219 060-61
96-60-90 96-90-21 99-60-90
33N 9999217 201-81
18-22-21
9296992
68-22-20 11-02-21
9299992 288-91
06-11-10 81-81-10
1699912 180-81
06-11-10 91-90-11
L6QQ7LÃ‰ QÃ‰Q-Ll
99-02-60 98-20-80
SN 2l7-L0
SS-lE-lO
ZÂ£6ÂÂ§0
99-7ZÂ60 Ã‰Q-6l-7Ãœ
ION 999-91
99-02-60 99-61-70
3ON 999-91
99-02-60 29-91-01
sN 819-91
98-92-60 99-61-70
30N 299-81
B110 'ONT B110 'OMR B110 3VA01001
1110150391B ION 11B110 '0N 101
0Ð¥719
OÐ¥71D
83Z138/918308
3355008-15Ð330Ð
531801780873 110887
NÐO08n
531801980893 110887
OÐ89/5873 1$83Ð9
0Ð89/5873 1583Ð9
0Ð89/5071 1$83Ð9
OÐ87/5873 1583Ð9
B111 1119130dV
(N011330NI t3187133CNI)
371N9Z
(1780 t13187l)
371N9Z
(1780 tN019N38509)
Ð1NI811N9
(N011330NI 531871330NI)
ÐNI 13933138
(N011330NI tÃˆH87l33DN1)
3NON18AÐl
(N011330NI 531871330NI)
3193109 381871088
(N011330NI 531871330N1)
â€™AS 1050NIN7
(1780 535173138
0311081N03 â€˜31058931
71 37830NI
(1980 53593138
0311081N03 â€˜3105893)
71 37830NI
(1780 t131971)
37830NI
(1780 53973138
0311081N03 13105893)
9i i7830NI
(BLO01 -1103 BDV50D1
B111 BD111
1N/3998 9NS2 03
301801Ð3080ÐÐ 3NI011IN98
3578 98091 03
301801Ð3080ÐÐ 3NI0111N78
1NS/3578 98052 03
3170898 331N98Ð8
TN/9NS'0
8113811088
3N/9NS'0
NI33811088
171Ð/98OS2
3193i05 381871088
ZS
3175Ð1080ÐÐ NI31088
98091
301801Ð3080ÐÐ 3010N788088
98021
301803Ð3080ÐÐ 3010N788088
9806
301801Ð3080ÐÐ 3010N788088
98OB
301801Ð3080ÐÐ i010N788088
5 Ð19NÃ¬115
5 1NÃ¬1DB1911 BA1191
10111110311 111015033XB 011 11B110 B1111001001 1111 51101 011 58-12-5 01 28-1-1 1013 0B001001 51101
'AI B3011



T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 Ð¢Ðž 5-31-85 ÐND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE IN RE DIE NT S
ST RE NGT H
RIT ODRINE HYDROCHL ORIDE
T0MG
RIT ODRINE HYDROCHL ORIDE
T0MG/ML
RIT ODRINE HYDROCHL ORIDE
T SMG/ML I
Z
5455100E R OIL; SOYBE AN OIL
10%; 10%
SAFFL OW E R OIL; SOYBE AN 01L
5%; 5%
SARAL ASIN ACE T AT E
E Q 0.6ÐœG BASE/ML
SCOPOL AMINE
1.5MG
SE L E NIUM SUL FIDE
2.5%
SIL VE R SUL FADIAZ INE
1%
SIL VE R SUL FADIAZ INE
1%

T RADE NÐÐœÐ•
)DOSAGE FORM; ROUT E)
YUT OPAR
(T ABL E T; ORAL)
YUT OPAR
(INJE CT ABL E; INJE CT ION)
YUT OPAR
(INJE CT ABL E; INJE CT ION)
L I POSYN I I 20%
(INJE CT ABL E; INJE CT ION)
L IPOSYN II 10%
(INJE CT ABL E; INJE CT ION)
SARE NIN
(INJE CT ABL E; INJE CT ION)
T RANSDE RM-SCOP
(FIL M,  CONT ROL L E D
RE E E ASE; PE RCUT ANE OUS)
SE L SUN
(SHAMPOO/L OT ION; T OPICAL)
SIL VADE NE
(CRE AM; T OPICAL)
SSD
(CRE AM; T OPICAL)
Ð¨
AST RA PHARM PRODS
AST RA PHARM PRODS
AST RA PHARM PRODS
ABBOT T L ABORAT ORIE S
ABBOT T L ABORAT ORIE S
NORNICH E AT ON/P& G
CIBA/CIBA-GE IGY
ABBOT T L ABS
MARION L ABORAT ORIE S
T RAVE NOL L ABS
NDA NÐž.
APPROVAL DAT E
18-555
12-12-80
18-580
12-12-80
18-580
09-27-84
18-991
08-27-84
18-997
08-27-84
18-009
05-29-81
17-874
12-31-79
07-936
05-17-51
17-381
11-26-73
18-578
02-25-82

Ð ÐÐ¢Ð•NÐ¢ NÐž.

Ð•Ð¥Ð .  DÐÐ¢Ð•
3410944
11-12-85
3410944
11-12-85
3410944
11-12-85
3932624
01-13-93
3886134
05-27-92
4031894
06-28-94
4262003
04-14-98
4436741
04-14-98
3761590
09-24-90
E XCL USIVIT Y
E XP.  DAT E
NP
09-24-86
NP
09-24-86
1-3
09-24-86
IV-89



19-90
ACTIVE INGREDIENTTSI TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY
STRENGTH 5 )DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
SINCALIDE KINEVAC ER SQUIBB AND SONS 17-697 3839315
0.005MG/VIAL (INJECTABLE; INJECTION) 07-21-76 10-01-91
SODIUM ACETATE, ANHYDROUS SODIUM ACETATE IN ABBOTT LABORATORIES 18-893 Ð Ð 
2ÐœÐ•0/ML PLASTIC CONTAINER 05-04-83 09-24-86
(INJECTABLE; INJECTION)
SODIUM CHLORIDE SODIUM CHLORIDE 0.45% TRAVENOL LABS 18-497
450MG/100ML IN PLASTIC CONTAINER 02-19-82
(SOLUTION; IRRIGATION)
SODIUM CHLORIDE BACTERIOSTATIC SODIUM ABBOTT LABORATORIES 18-800
9ms/ML CHLORIDE 0.9% IN PLASTIC 10-29-82
CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE SODIUM CHLORIDE 0.9% ABBOTT LABORATORIES 18-803
9MG/ML IN PLASTIC CONTAINER 10-29-82
(INJECTABLE; INJECTION)
SODIUM CHLORIDE SODIUM CHLORIDE IN ABBOTT LABORATORIES 18-897
2.5MEQ/ML PLASTIC CONTAINER 07-20-84
(INJECTABLE; INJECTION)
SODIUM CHLORIDE SODIUM CHLORIDE 3% 18 TRAVENOL LABS 19-022
3GM/T00ML PLASTIC CONTAINER 11-01-83
(INJECTABLE; INJECTION)
SODIUM CHLORIDE SODIUM CHLORIDE 5% IN TRAVENOL LABS 19-022
SGM/100ML PLASTIC CONTAINER 11-01-83
(INJECTABLE; INJECTION)
SODIUM CHLORIDE SODIUM CHLORIDE 0.9% IN ABBOTT LABORATORIES 19-217
9MG/ML PLASTIC CONTAINER 07-13-84
(INJECTABLE; INJECTION)
SODIUM CHLORIDE SODIUM CHLORIDE 0.9% ABBOTT LABORATORIES 19-218
9MG/ML IN PLASTIC CONTAINER 07-13-84
(INJECTABLE; INJECTION)
TABLE IV. NDA'S APPROVED FROM T-1-BZ TO 5-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢Ðž 5-31-85 ÐND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
SODIUM CHLORIDE SODIUM CHLORIDE 0.9% TRAVENOL LABS 19-319
900MG/100ML IN STERILE PLASTIC 05-17-85
CONTAINER
(SOLUTION; IRRIGATION)
SODIUM IODIDE, 1-123 SODIUM IODIDE I 123 BENEDICT NUCLR PHARM 18-671
100 UCI (CAPSULE; ORAL) 05-27-82
SODIUM IODIDE, 1-123 SODIUM IODIDE I 123 BENEDICT NUCLR PHARM 18-671
200 UCI (CAPSULE; ORAL) 05-27-82
SODIUM IODIDE, 1-123 SODIUM IODIDE I 123 BENEDICT NUCLR PHARM 18-671
400 UCI (CAPSULE; ORAL) 05-27-82
SODIUM LACTATE SODIUM LACTATE IN ABBOTT LABORATORIES 18-947 NS
5MEQ/ML PLASTIC CONTAINER 09-05-84 09-24-86
(INJECTABLE; INJECTION)
SODIUM NITROPRUSSIDE SODIUM NITROPRUSSIDE ELKINS-SINN/AHROBINS 18-581
S0MG/VIAL (INJECTABLE; INJECTION) 07-28-82
SODIUM PHOSPHATE, DIBASIC; SODIUM SODIUM PHOSPHATES ABBOTT LABORATORIES 18-892 NP
PHOSPHATE, MONOBASIC IN PLASTIC CONTAINER 05-10-83 09-24-86
142MG/ML; 276MG/ML (INJECTABLE; INJECTION)
S0MATROPIN ASELLACRIN 2 SERONO LABS 17-726 NS
2 IU/VIAL (INJECTABLE; INJECTION) 07-21-83 09-24-86
SORBITOL SORBITOL 3% IN PLASTIC TRAVENOL LABS 18-512
BGM/100ML CONTAINER 05-27-82
(SOLUTION; IRRIGATION)
SOYBEAN OIL SOYACAL 10% ALPHA THERAPEUTIC 18-465
10% (INJECTABLE; INJECTION) 06-29-83
SOYBEAN OIL TRAVAMULSION 10% TRAVENOL LABS 18-660
10% (INJECTABLE; INJECTION) 02-26-82
SOYBEAN OIL TRAVAMULSION 20% TRAVENOL LABS 18-758
20% (INJECTABLE; INJECTION) 02-15-83
IV-91



IV-92
ACTIVE INGREDIENTTS)
STRENGTH 5
SOYBEAN OIL
20%
SOYBEAN OIL
10%
SOYBEAN OIL
20%
STANOZOLOL
2Ðœ6
STREPTOZOCIN
TGM/VIAL
SUCRALFATE
TGM
SUFENTANIL CITRATE
EQ 0.05MG BASE/ML
SULFAMETHOXAZOLE; TRIMETHOPRIM
400MG; 80MG
SULFAMETHOXAZOLE; TRIMETHOPRIM
BO0MG; 160MG
SULFAMETHOXAZOLE; TRIMETHOPRIM
200MG/SML; 40MG/5ML
SULFAMETHOXAZOLE; TRIMETHOPRIM
200MG/SML; 40MG/5ML
SULFAMETHOXAZOLE; TRIMETHOPRIM
B0MG/ML; 16MG/ML
TRADE NAME
(DOSAGE FORM: ROUTE)
SOYACAL 20%
(INJECTABLE; INJECTION)
LIPOSYN III 10%
(INJECTABLE; INJECTION)
LIPOSYN III 20%
(INJECTABLE; INJECTION)
WINSTROL
(TABLET; ORAL)
ZANOSAR
(INJECTABLE; INJECTION)
CARAFATE
(TABLET; ORAL)
SUFENTA
(INJECTABLE; INJECTION)
BACTRIM
(TABLET; ORAL)
BACTRIM DS
(TABLET; ORAL)
BACTRIM
(SUSPENSION; ORAL)
BACTRIM PEDIATRIC
(SUSPENSION; ORAL)
BACTRIM
(INJECTABLE; INJECTION)
APPLICANT NAME
ALPHA THERAPEUTIC
ABBOTT LABORATORIES
ABBOTT LABORATORIES
WINTHROP LABS/STERL
UPJOHN
MARION LABORATORIES
JANSSEN PHARMA
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-786
06-29-83
18-969
09-24-84
18-970
09-25-84
12-885 3704295 1-28
11-30-61 11-28-89 09-24-86
17-961 NCE
05-07-82 05-07-92
18-333 3432489
10-30-81 03-11-86
19-050 3998834 NCE
05-04-84 12-21-93 05-04-94
17-377 R928636
07-30-73 06-02-87
17-377 R928636
03-01-78 06-02-87
17-560 8228636 1-21
O4-16-75 06-02-87 09-24-86
17-560 RE28636 I-21
12-10-79 06-02-87 09-24-86
18-374 3551564
06-23-81 12-29-87
RE28636
06-02-87
NDÐ'5 APPROVED FROM 1-1-82 TO 5-31-85 ÐND NDÐ'5 NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
TABLE IV.



TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢Ðž 5-31-85 ÐND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTIS)
STRENGTH 5
SULFAMETHOXAZOLE; TRIMETHOPRIM
400MG; 80MG
SULFAMETHOXAZOLE; TRIMETHOPRIM
800MG; 160MG
SULFAMETHOXAZOLE; TRIMETHOPRIM
200MG/5ML; 40MG/5ML
SULFAMETHOXAZOLE; TRIMETHOPRIM
200MG/5ML; 40MG/5ML
SULFAMETHOXAZOLE; TRIMETHOPRIM
200MG/5ML; 40MG/5ML
SULFAMETHOXAZOLE; TRIMETHOPRIM
200MG/5ML; 40MG/5ML
SULFAMETHOXAZOLE; TRIMETHOPRIM
400MG; 80MG
SULFAMETHOXAZOLE; TRIMETHOPRIM
800MG; 160MG
SULFAMETHOXAZOLE; TRIMETHOPRIM
400MG; 80MG
SULFAMETHOXAZOLE; TRIMETHOPRIM
BOOMG: 160MG
SULFASALAZINE
500MG
TRADE NÐÐœÐ•
(DOSAGE FORM; ROUTE)
SULFAMETHOXAZOLE AND
TRIMETHOPRIM
(TABLET; ORAL)
SULFAMETHOXAZOLE AND
TRIMETHOPRIM DOUBLE STRENGTH
(TABLET; ORAL)
SULFATRIM PEDIATRIC
(SUSPENSION; ORAL)
SULFATRIM
(SUSPENSION; ORAL)
SMZ-TMP
(SUSPENSION; ORAL)
SMZ-TMP PEDIATRIC
(SUSPENSION; ORAL)
SULFAMETHOXAZOLE AND
TRIMETHOPRIM
(TABLET; ORAL)
SULFAMETHOXAZOLE AND
TRIMETHOPRIM DOUBLE STRENGTH
(TABLET; ORAL)
SULFAMETHOXAZOLE 8
TRIMETHOPRIM
(TABLET; ORAL)
SULFAMETHOXAZOLE &
TRIMETHOPRIM
(TABLET; ORAL)
AZULFIDINE
(TABLET, ENTERIC COATED;
ORAL)
APPLICANT NAME
DRUMMER/PHOENIX
DRUMMER/PHOENIX
NATL PHARM MFG/BARRE
NATL PHARM MFG/BARRE
BIOCRAFT LABS
BIOCRAFT LABS
DANBURY PHARMACAL
DANBURY PHARMACAL
HEATHER DRUG
HEATHER DRUG
PHARMACIA/PHARMACIA
NDA NÐž. Ð ÐÐ¢Ð•NÐ¢ NÐž.
APPROVAL DATE EXP. DATE
18-598
05-19-82
18-598
05-19-82
18-615
01-07-83
18-615
01-07-83
18-812
01-28-83
18-812
06-10-83
18-852
05-09-83
18-854
05-09-83
18-946
08-10-84
18-946
08-10-84
07-073
04-06-83
EXCLUSIVITY
Ð¨
NDF
09-24-86
IV-93



19-94
ACTIVE INGREDIENTTS)
STRENGTH 5
SULFASALAZINE
500MG
SULINDAC
IS0MG
SULINDAC
200MG
SUTILAINS
82,000 UNITS/GM
TECHNETIUM, TC-99M SODIUM PERTECHNETATE
GENERATOR
0.22-2.22CI/GENERATOR
TECHNETIUM, TC-99M, ALBUMIN COLL01D
KIT
N/A
TECHNETIUM, TC-99M, DISOFENIN KIT
N/A
TECHNETIUM, TC-99M, GLUCEPTATE KIT
N/A
TECHNETIUM, TC-99M, MEDRONATE
N/A
TECHNETIUM, TC-99M, MEDRONATE
N/A
TECHNETIUM, TC-99M, SUCCIMER KIT
N/A
TRADE NAME
)DOSAGE FORM; ROUTE)
SULFASALAZINE
(TABLET, ENTERIC COATED;
ORAL)
CLINORIL
(TABLET; ORAL)
CLINORIL
(TABLET; ORAL)
TRAVASE
(01NTMENT; TOPICAL)
MINITEC
(SOLUTION; INTRAVENOUSl
ORAL)
MICROLITE
(INJECTABLE; INJECTION)
HEPATOLITE
(INJECTABLE; INJECTION)
TECHNESCAN GLUCEPTATE
(INJECTABLE; INJECTION)
OSTEOLITE
(INJECTABLE; INJECTION)
AMERSCAN
(INJECTABLE; INJECTION)
MPI DMSA KIDNEY REAGENT
(INJECTABLE; INJECTION)
APPLICANT NAME
BOLAR PHARMACEUTICAL
MS&D/MERCK
MS&D/MERCK
TRAVENOL LABS
ER SQUIBB AND SONS
MED DIAG/NE NUCLEAR
MED DIAG/NE NUCLEAR
MS&D/MERCK
MED DIAG/NE NUCLEAR
AMERSHAM/RADIOCHEM
MED1-PHYSICS
NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
88-052 NOE
05-24-83 09-24-86
17-911 3654349
09-27-78 04-04-89
3725548
04-03-90
17-911 3725548
09-27-78 04-03-90
3654349
04-04-89
12-828 3409719
06-12-69 11-05-85
17-339 1-31
06-03-74 09-24-86
18-263
03-25-83
18-467 NP
03-16-82 09-24-86
18-272
01-27-82
17-972
12-16-77
18-335
08-05-82
17-944 4208398 NP
05-18-82 06-17-97 09-24-86
4233285
11-11-97
ÑˆÐ¸Ñˆ.05000Ñ‚Ð¼+Ñ‰ÑŽÐ¼Ñ‰Ð¼ÑˆÑˆÑŠÑˆÐ¼Ñ‚Ñ‚ÑˆÐ¿ÑˆÑˆÑˆÑ‹ÑˆÑˆÑˆÑˆÑ‚ÑˆÑ‚



T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 IO 5-31-85 ÐND NDA'S MIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT S
SIRE N T H
T E RBUT AL INE
0.2MG/INH
T E RBUT AL INE
0.2MG/INH
T E RBUT AL INE
T MG/ML
T E RBUT AL INE
2.5MG
T E RBUT AL INE
5MG
T E RBUT AL INE
2.5MG
T E RBUT AL INE
5MG
T E RBUT AL INE
T MG/ML
SUL FAT E
SUL FAT E
SUL FAT E
SUL FAT E
SUL FAT E
SUL FAT E
SUL FAT E
SUL FAT E
T RADE NAME
)DOSAGE FORM; ROUT E)
BRE T HAIRE
(AE ROSOL; INHAL AT ION)
BRICANYL
(4E R050L; INHAL AT ION)
BRICANYL
(INJE CT ABL E; INJE CT ION)
BRICANYL
(T ABL E T; ORAL)
BRICANYL
(T ABL E T; ORAL)
BRE T HINE
(T ABL E T; ORAL)
BRE T HINE
(T ABL E T; ORAL)
BRE T HINE
(INJE CT ABL E; INJE CT ION)
Ð¨
GE IGY/CIBA-GE IGY
ME RRE L L DOW /DOW  CHE M
ME RRE L L DOW /DOW  CHE M
ME RRE L L DON/DON CHE M
ME RRE L L DON/DOW  CHE M
GE IGY/CIBA-GE IGY
GE IGY/CIBA-GE IGY
GE IGY/CIBA-GE IGY
NDA NO.
APPROVAL DAT E
18-762
08-17-84
18-000
03-19-85
17-466
03-25-74
17-618
04-22-75
17-618
04-22-75
17-849
05-17-76
17-849
05-17-76
18-571
11-30-81

Ð ÐÐ¢Ð•NÐ¢ NÐž.

Ð•Ð¥Ð .  DÐÐ¢Ð•
3937838
02-10-93
4011258
03-08-94
3937838
02-10-93
4011258
03-08-94
3937838
02-10-93
4011258
03-08-94
3937838
02-10-93
4011258 Â
03-08-94
3937838
02-10-93
4011258
03-08-94
3937838
02-10-93
4011258
03-08-94
3937838
02-10-93
4011258
03-08-94
3937838
02-10-93
4011258
03-08-94
E XCL USIVIT Y
E XP.  DAT E
NDF
09-24-86
IV-95



IV-96
ACTIVE INGREDIENT(SI
STRENGTH S
TERFENADINE
60MG
THALLOUS CHLORIDE, TL-ZOT
2MCI/ML
THALLOUS CHLORIDE, TL-201
lMCI/ML
TIMOLOL MALEATE
5MG
TIMOLOL MALEATE
TOMG
TIMOLOL MALEATE
20MG
TIMOLOL MALEATE
EQ 0.25% BASE
TIMOLOL MALEATE
EQ 0.5% BASE
TOCAINIDE HYDROCHLORIDE
400MG
TRADE NAME
)DOSAGE FORM; ROUTE)
SELDANE
(TABLET; ORAL)
THALLOUS CHLORIDE TL 201
(INJECTABLE; INJECTION)
THALLOUS CHLORIDE TL 201
(INJECTABLE; INJECTION)
BLOCADREN â€ž
(TABLET; ORAL)
BLOCADREN
(TABLET; ORAL)
BLOCADREN
(TABLET; ORAL)
TIMOPTIC
(SOLUTION; OPHTHALMIC)
TIMOPTIC
(SOLUTION; OPHTHALMIC)
TONOCARD
(TABLET; ORAL)
APPLICANT NAME
MERRELL DOW/DOW CHEM
MED1-PHYSICS
AMERSHAM/RADIOCHEM
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK .
MS&D/MERCK
MS&D/MERCK
NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXPÂ¿_DATE
18-949 3806526 NCE
05-08-85 04-23-91 05-08-90
3878217
04-15-92
3965257
06-22-93
3966949
06-29-93
4254129
O3ÂO3Â98
4285957
08-25-98
18-110 NS
02-01-82 09-24-86
18-548
12-30-82
18-017 3655663
11-25-81 04-11-89
18-017 3655663
TT-ZS-BT 04-11-89
18-017 3655663
11-25-81 04-11-89
18-086 4195085
08-17-78 03-25-97
3655663
04-11-89
18-086 4195085
08-17-78 o3-25-97
3655663
04-11-89
18-257 4218477 NCE
11-09-84 08-19-97 11-09-89
4237068
120297
TABLE IV. NDA'S APPROVED FROM T-1-BZ TO 5-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION



T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 Ð¢Ðž 5-31-85 ÐND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT IS)
ST RE NGT H S
T OCAINIDE HYDROCHL ORIDE
600MG
T OL AZ AMIDE
100MG
T OL AZ AMIDE
250MG
T OL AZ AMIDE
500MG
T OL AZ OL INE HYDROCHL ORIDE
25MG/ML
T OL ME T IN 5001UÐœ
50 200MG BASE
T OL ME T IN SODIUM
E Q 400MG BASE
T RAZ ODONE HYDROCHL ORIDE
150MG
T RE T INOIN
0.05%
T RE T INOIN
0.1%
T RE T IN01N
0.05%
T RADE NAME
(DOSAGE FORM: ROUT E)
T ONOCARD
(T ABL E T; ORAL)
T OL AZ AMIDE
(T ABL E T; ORAL)
T OL AZ AMIDE
(T ABL E T; ORAL)
T OL AZ AMIDE
(T ABL E T; ORAL)
PRISCOL INE
(INJE CT ABL E; INJE CT ION)
T OL E CT IN
(T ABL E T; ORAL)
T OL E CT IN DS
(CAPSUL E; ORAL)
DE SYRE L
(T ABL E T; ORAL)
RE T IN-A
(SOL UT ION; T OPICAL)
RE T IN-A
(CRE AM; T OPICAL)
RE T IN-A
(CRE AM; T OPICAL)
Ð¨
MS& D/ME RCK
Z E NIT H L ABORAT ORIE S
Z E NIT H L ABORAT ORIE S
Z E NIT H L ABORAT ORIE S
CIBA/CIBA-GE IGY
MCNE IL L ABORAT ORIE S
MCNE IL L ABORAT ORIE S
ME AD JOHNSON/B-M
ORT HO PHARMACE UT ICAL
ORT HO PHARMACE UT ICAL
ORT HO PHARMACE UT ICAL
Ð©
APPROVAL DAT E
18-257
11-09-84
18-894
11-02-84
18-894
11-02-84
18-894
11-02-84
06-403
02-22-85
17-628
03-24-76
18-084
10-30-79
18-207
03-25-85
16-921
10-20-71
17-340
01-26-73
17-522
07-19-74

Ð ÐÐ¢Ð•NÐ¢ NO.
E XP.  DAT E
4218477
08-19-97
4237068
12-02-97
3752826
08-14-90
3752826
08-14-90
3729568
04-24-90
3729568
04-24-90
3906108
09-16-92
3729568
04-24-90
3906108
09-16-92
E XCL USIVIT Y
E XP.  DAT E
NCE
11-09-89
IV-97



IV-9B
ACT IVE INGRE DIE NT IS)
ST RE NGT H)Â§)
T RE T INOIN
0.01%
T RE T INOIN
0.025%
T RIAMCINOL ONE ACE T ONIDE
0.25MG/INH
T RIAZ OL AM
0.125MG
T RIAZ OL AM
0.25MG
T RIAZ OL AM
0.5MG
T RIL OST ANE
30MG
T RIL OST ANE
60MG
T RIME T HOPRIM
200MG
T RIME T HOPRIM
200MG
T RADE NAME
)DOSAGE FORM; ROUT E)
RE T IN-A
(GE L; T OPICAL)
RE T IN-A
(GE L; T OPICAL)
AZ MACORT
(AE ROSOL; INHAL AT ION)
HAL CION
(T ABL E T; ORAL)
HAL CION
(T ABL E T; ORAL)
HAL CION
(T ABL E T; ORAL)
MODRAST ANE
(CAPSUL E; ORAL)
MODRAST ANE
(CAPSUL E; ORAL)
PROL OPRIM
(T ABL E T; ORAL)
T RIMPE X 200
(T ABL E T; ORAL)
APPL ICANT NAME
ORT HO PHARMACE UT ICAL
ORT HO PHARMACE UT ICAL
W IL L IAM H RORE R
UPJOHN
UPJOHN
UPJOHN
NINT HROP L ABS/ST E RL
W INT HROP L ABS/ST E RL
BURROUGHS W E L L C0ME
HOFFMANN-L A ROCHE
NDA NO.
APPROVAL DAT E
17-955
10-05-78
17-579
04-18-75
18-117
04-23-83
17-892
04-26-85
17-892
11-15-82
17-892
11-15-82
18-719
12-21-84
18-719
12-21-84
17-943
07-14-82
17Â952
IT Â09-82
PAT E NT N .
Ð¨
3729568
04-24-90
4247547
01-27-98
3729568
04-24-90
4247547
01-27-98
3897779
08-05-92
3927806
12-23-92
3980790
09-14-93
3987052
10-19-93
3980790
09-14-93
3987052
10-19-93
3980790
09-14-93
3987052
10-19-93
E XCL SIVIT Y
E XP.  DAT E
NDF
09-24-86
NCÐ•
11-15-92
NCE
T1-T S-92
NCE
11-15-92
NCE
12-21-89
NCE
12-21-89
NS
09-24-86
NS
09-24-86
T ABL E IV.  NDA'S APPROVE D FROM T-1-BZ T O 5-31-85 AND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION



TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢Ðž 5-31-85 ÐND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTTS)
STRENGTH S
TRIMETHOPRIM
100MG
TRIMIPRAMINE MALEATE
EQ T00MG BASE
VECURONIUM BR0MIDE
T0MG/VIAL
VERAPAMIL HYDROCHLORIDE
80MG
VERAPAMIL HYDROCHLORIDE
120MG
VERAPAMIL HYDROCHLORIDE
80MG
VERAPAMIL HYDROCHLORIDE
T20MG
VERAPAMIL HYDROCHLORIDE
2.5MG/ML
VERAPAMIL HYDROCHLORIDE
2.5MG/ML
WATER FOR INJECTION, STERILE
100%
WATER FOR INJECTION, STERILE
100%
TRADE NÐÐœÐ•
(DOSAGE FORM; ROUTE)
TRIMETHOPRIM
(TABLET; ORAL)
SURMONTIL
(CAPSULE; ORAL)
NORCURON (ÐœC-45)
(INJECTABLE; INJECTION)
ISOPTIN
(TABLET; ORAL)
ISOPTIN
(TABLET; ORAL)
CALAN
(TABLET; ORAL)
CALAN
(TABLET; ORAL)
CALAN
(INJECTABLE; INJECTION)
CALAN
(INJECTABLE; INJECTION)
STERILE WATER FOR INJECTION
IN PLASTIC CONTAINER
(LIQUID; N/A)
STERILE WATER IN PLASTIC
CONTAINER
(LIQUID; N/A)
APPLICANT NÐÐœÐ•
BIOCRAFT LABS
IVES LABS/AMHO
ORGANON/AKZONA
KNOLL PHARMACEUTICAL
KNOLL PHARMACEUTICAL
SEARLE/SEARLE PHARMS
SEARLE/SEARLE PHARMS
SEARLE PHARMS
SEARLE PHARMS
TRAVENOL LABS
TRAVENOL LABS
NDÐ NÐž. Ð ÐÐ¢ENÐ¢ NÐž. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-679
07-30-82
16-792 Ns
09-15-82 09-24-86
18-776 3553212 NC5
04-30-84 01-05-88 04-30-94
4237126
12-02-97
4297351
10-27-98
18-593 NR
03-08-82 09-24-86
18-593 Ð¼R
03-08-82 09-24-86
18-817 Ð¼R
09-10-84 09-24-86
18-817 NR
09-10-84 09-24-86
18-925
03-30-84
19-038
03-30-84
18-595
01-17-83
18-632
06-30-82
IV-99



UNIVERSITY OF MLCHIGAN
NT
39015072931614
26-10-01
33N
26-10-01
33N
TIVD 'dXI
ZB-Ã“ O-8O
Â¿ZC-Bl
ZB-BO-CO
Â¿Z8-Bl
ZB-lO-Ol
989-81
28-10-01
999-91
7B-ZO-8O
Â¿LO-Bl
ZBÂLZ-0l
208-81
ZB-LZ-Ol
l08-Bl
TIVD 'dXI TIVO TVAODddV
AIIAISRTBXT
'ON INTIVd 'ON VDN
IOOHNJNI117N
IOOHNJNI117N
IOOHN3NI117N
IOOHNJNI117N
dSOH H7/M7OUN HV
SSIBOI7BOB71 IIOBB7
S3IHOI7BOB71 IIOBB7
BNVN INVBITddV
(NOIIv1vHNI fSvO)
991 3x NON3X
(NOII717HNI tS7O)
88l 3Ð¥ ÐœÐžÐœÐ—Ð¥
(NOII7T7HNI tSvO)
Â¿21 3Ð¥ N0N3x
(NOII7I7HNI ÃS7O)
Â¿21 3x N0N3x
(7/N tOI0OI1)
B3NI7INOU JIIS71d NI
NOIIU3CNI 803 831Ð£Ðœ 3318315
(v/N 5010011)
83NI7IN03 JIISvTd
NI 8310A 311v1501831309
(v/N Ã®OInOIT)
B3NI7INOJ
JIIS71d NI B3I7M 3318315
IIOOM -NMOI IBVSOD
BNVN IDVMI
17IA/IJNOZ
E8l-3X â€˜NON3X
17IA/IJNOl
88l-3X ÐºÐœÐžÐœÐ—Ð¥
17IA/IJNOI
Â¿ZI-HX INONBX
17IA/IJNS
Â¿Zl-3X â€˜NON3X
%00l
3318315 â€˜NOIIJ3CNI 803 831Ð£Ðœ
%001
3318315 â€˜NOIIJ3CNI 803 831Ð£Ðœ
%001
3318315 â€˜NOIIJ3CNI 803 831Ð£Ðœ
TSTHIONIMIS
TSTINIIDTMONI IAII3V
Ã®Ã¯IIIA
NOIIVNMOINI XIIAISO33XI DÐœÐ£ INTIVd IIVIMdOMddV HIIM STVON DNÐ£ S8-LE'S OL Z8-I-L NOMI DIAOMddV STVDN 'AI BTBVL




